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NOTICE OF PESTICIDLE:
_N Registration _ o
__ Reregistration Conditional. Time-[imied
Expires: 2/2/19

I ermv of Issuance:

tumder FIFRGA, av amended)
S of Pesticide Pradugt;

Evergreen [ Spot On for Dogs

Same and Addeess of Regisiennt {include L1 Codle):
Robert Scharf. Managing Director
Evergreen Animal health, LLC
22633 Centennial Road

Gretna, N2 68028

“wote; Changes in labehing diftering w substance from that accepted 1n connection with this regrstranen must be subnnied 1o and accepted by the

egstration Division prios 1o use of the labe] o commetee. 1y any correspondence on this product always reter 1o the abuve EPA registration number

On the basis of information furnished by the registrani. the aboyve named pesticide is hereby registered
under the Federal Insecticide. Fungicide and Rodenticide Act.

Registration is in no way to be construed as an endorsement or recommendation of this product by the
Agency. Inorder to proteet health and the environment. the Administrator, on his motion. may at any
time suspend or cancel the registration of a pesticide in accordance with the Act. The acceptance of any
name in connection with the registration of a product under this Act is not 1o be construed as giving the
registrant a right to exclusive use of the name or to it use if it has been covered by others.

This product is conditionatly registered in accordance with FIFRA section (e 7XA). You must comply
with the following conditions:

[. Submit and/or cite all data required for registration/reregistration/registration review ol your
product under FIFRA when the Agency requires all registrants of similar products to submit such
data.

Sigrature of Approving Micial; Mhte:

e 202717

Kable Ba Davis. Product Manager 03
Invertebrate & Vertebrate Branch 1. Registration Division (7303P)

o' borm 257k
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EPA Reg. No, 92334-1
Decision No. 516525

2. This registeation is tme-limited and expires 2/2/19.

-

3. You must submit quarterly enhanced incident reports and quarterly sales information in dosces
sold lor this product beginning within 3 monihs of the date the product is first released for
shipment, on the iirst day of the quarter (i.e.. January 1. April 1. July i. er October 1} Please
{lag any Confidential Business Information as such. Submit enhanced incident reporting and
quarterly sales information to the Product Manager’s attention, The following is a list of
information that must be included in the quarterly reports for cach incident:

o LEPA Registration Number

e Product name (brand namce}

e Lot#

o  Where purchased: internet. store. veterinarian

+  Active Ingredieni(s)

s Weight range for product

¢ Date on which incident occurred (imm/dd/yyyy)

o State in which the incident occurred (standard 2 Ietter abbreviation)

¢ Registrant case A

e Species: dog. cat. other (specify)

*  Brecd: (as reported by pet owner)

e Age: months or years

o  Sex: MUF, or neutered

e Weight: pounds

e Primary Route of Exposure: dermal. oral. other animal. inhalation. other
¢ Body Sysiem: neurological. dermatotogical, Gl. respiratory. ocular. other
¢ Mgjor signs noted with separate column for each sign. using standard terminology
e  Time to Onset: thours, days)

e Treated by veterinarian: yes or no

e [irst ime product used: ves or no

» Mlisuse: use on incorrect species. overdose, too frequent dosing. other (describe)
*  Any known precondition

e LPA Severity Code: death. major. maderate. minor

»  Qutcome: died, recovered. still treated, unknown

4. Along with the enhanced incident reporting. you must submit an analy sis of the incidents seen, to
include the following details:

o All incidents should be reported including ull miner dermal and ocular irritation reports.

¢ Summary table for dogs showing number of incidents of each severity code for each
route of exposure. Each incident should onls be reported once. I ene incident has several
routes of exposure, the order should be ocular = oral > dermal. In other words. an
incident with both vral and dermal exposure would he reported as oral exposure, and an
incident with both ocwlar and oral exposure would be reported as ocular exposure.
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* A similar summary table for cats (misuse or secondary exposure) showing number of
incidents of cach severity code tor each route of exposure.

e Summary lable for cats and table for dogs showing number of incidents that are beliesed
due to secondary exposure (e.g.. multi-pet households),

e A summuary table for dogs showing number of incidents for cach severity code for these
age ranges: <3 months, 3-6 months, 6-9 months, 9-12 months, 1 yr. 2 yr. 3 vr. 4 vr. 331
Gyr. 7y By Ovee LO Ve LTy 12 ve 13 B v 13 v > 03y,

s A summary table showing the number of dog incidents tor cach severity code for each
pet weight range on the produet label, as applicable.

e A suntmary table for dog weight showing number of incidents for each product weight
range. This table should show number of incidents in dogs weighing less than that
product weight range. number of incidents in dogs in lower haif of weight range. number
of incidents in dogs in upper half of weight range. and dogs weighing more than the
product weight range., as applicable.

e Table showing number of incidents for each dog breed. where provided.

¢ Table showing number of incidents in dogs for each clinical sign.

o Table showing number of incidents i dogs for cach organ system.

e Report aggregate incidents, but do not combine modcerate and minor incidents.

If EPA determines that future mitigation measures are necessary for all pet spot-ons. the Ageney
will inform registrants, [ mitigation measures ire necessary. [PA may take regulatory action.

You are required to comply with the data requirements described in the DCL or EDSP Order
identilied below:

Imidacloprid GDCI-129099-93
Permethrein GDCI-109701-1232
Pyriproxyten GDCI-129032-1299
Pyvriproayfen EDSP-129032-187

e or

You must comply with ail ef the data requirements within the established deadlines, [fyou have
questions about the Generie DCI or EDSP Order listed above. vou may contact the Chemical
Review Manager in the Pesticide Reevaluation Division:

htip: Jaspub.cepa.goy capes‘pesticides 1Vp chemiealsearch: !

The data requirements for storage stability and corrasion characteristics (Guidelines 830.6317
and 830.6520) are not satisfied. A one year study is required to satisly these data requirements.
You have 18 months from the date of registration to provide these data.

Make the tollowing label changes betore vou release the product for shipment:

s Revise the EPA Registration Number to read. "EPA Reg. No, 92334-1.7

Submit one copy of the final printed lubed for the record before vou retease the product for
shipment.
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EPA Reg. No. 92334-]
Decision No. 516325

Should you wish 1o add/retain a reference to the company s website on your Jabel, then please be aware
that the website becomes labeling under the Federal Insecticide Fungicide and Rodenticide Act and is
subject to review by the Agency . 1t the webstte is false or misleading, the product would he mishranded
and unlaw ful to sell or distribute under FIFRA section [2{a)(1XE). 40 CFR 136.10¢a)( 3) list examples
ol statements EPA may consider talse or misleading. In addition, regardless of whether a websiie is
referenced on vour product’s label. claims made on the website may not substantially differ from those
claims approved through the registration process. Therctore, should the Agency find or it it is brought to
ottr attention that a website contains false or misleading statements or claims substantially dilfering from
the LPA approved registration. the website will be referred to the LPA™s Office of Enforcement and
Compliance.

I you fail to satisfy these data requirements. EPA will consider appropriate regulatory action inctuding,
among other things. cancellation under FIFRA section 6(c). Your release for shipment of the product
constitutes acceplance of these conditions. A stamped copy of the labet is enclosed for your records.
Please note that the record for this product currently contains the following CSF:

s DBasic CSIF dated 04/19/2016

If yvou have amy questions. you may contact Julie Breeden-Alemi at 703-347-0511 or via email at

Brecden- Alemidulic aepiooy.

Lnclosure



[vergreen 11 Spot on for Dogs January 30, 2017
[:PA Reg. No. 92334-R [ |—=Alternate/Optional Text or Note to reviewer

[Front Pancl of Carton|

Evergreen 11 Spot on for Dogs
| Note to reviewer: The word "[Jogs" in the product brand name will be at least 75%q the height of the
largest letter in the primary brimd name|

[No o reviewer: Alternaste Brand Names are listed it the end of 1his document on page 10]

[Note 1o reviewer: A large clear picture of s dog in the weight range for the product as packaged will be
included on the front panel |

Monthly Topical Treatment of Fleas, Ticks, Mosqguitoes, Biting Flies and Lice

For usc only on dogs and puppies 7 weeks of age and older and |[4-10 1bs| [11-20 1bs|
[21-35 1bs] Jover 55 1bs|

ACTIVE INGREDIENTS:

IMIAECTOPIIL Lo e st m et e dn e seeeeesenans 7.12 9%
PAFIPTOXTTRIN 1ot ss et et s b e et et e s sreemaes saesrnrsateesresrnesans 0.36 %
OTHER INGREDIENTS Lottt ieisiretneee e eene 0 0,92 ©
TUOT AL et e st e sttt et et e et s e e e s e sm e e teeee e eemeeeteeneeeneeeeremvanaennens 100.00 %%

*eis/trans ratio; max 353% (=) cis and min 43% (+) trans

KEEP OUT OF REACH OF CHILDREN
WARNING

See First Aid and Directions for Use on back panel.

NIEET CONTENTS: [X 1oz {Y ml.)]
[One] | Threef [Four] [¥Five] [Six] [Eight] [Ten] [Twelve] Tubes
[O.016 f1 0z (0.48 mL)] [0.041 oz (1.2 mL)] [0.101 10z (3.0 ml)] [0.162 [1 oz (4.8 mL)]

[1.53 em x 1.3 ¢m cat prohibition icon|

DO NOT USIEE ON CATS

[Note to reviewer: A [ 1L.3cm x 15 | cat prohibition icon in a box located at the lower right hand corner
of the tront panel in yveilow with black images will be placed|

ACCEPTED
02/02/2017

Lnder e Federyl Insectiodne Fuanegcine
and Radenbaide A os amended Tue the
pusheide registered undar

EPA Heg Mo 92334_1
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Evergreen H Spot on for Dogs Tanuary 30, 2017
LPA Reg. No. 92334-R | ]- Alternate/Optional Text or Nate Lo reviewer

[Front or Back anel of the Cartou|

Everpreen Animal Health, 1LI.C LPA Reg. No. 92334-1
22655 Centennial Road EPA Est Noo XXXXX-NXX-XN
Gretna. Nebraska 68028

[Contains Imidacloprid. Permethrin, and Pyriproxyten. the active ingredients found in
K9Advantix If for Dogs*

*This product is not manufactured or distributed by Bayer. the maker of KOAdvantix™ 1 for Dogs.
K9Advantix® Il lor Dogs is a registered trademark of Bayer.]

[Note to reviewer: When the above optional elaim is used. all three statements included in this
optional claim will be on the same paned]

[Note to reviewer: Additional optional text/claims listed on pages 7 through 9]

{Back Panel of the Carton|
PRECAUTIONARY STATEMENTS

HAZARDS TO HUMANS

WARNING: Causes substantial but temporary eyve injury. Do not get in eyes or on skin or
clothing. Harmtul if swallowed. Harmtul it absorbed through skin. Avoeid contact with skin.
Wash thoroughly with soap and water after handling and before eating. drinking. and chewing
gum. using tobacco or using the toilet, Remove and wash contaminated clothing belore reusc.

HAZARDS TO DOMESTIC ANIMALS

For external use on dogs only. Do not use on animals other than dogs. Do not usc on dous or
puppics under seven wecks of age or weighing less than |4 ths] [1 [bs] [21 Ibs] {55 ibs|. Do not
get this product in dog’s eves or mouth. As with any product. consull your veterinarian before
using this product on debilitated. aged, pregnant or nursing dogs. Individual sensitivities may
occur after using ANY pesticide product for dogs. it signs persist. or become more severe,
consult a veterinarian immediately. If your dog is on medication. consult vour veterinarian
before using this or any other product.

ENVIRONMENTAL HAZARDS
This product is extremely toxic to aguatic organisms. including fish and inveriebrates. Do not
add directly to water. Do not contaminate water when disposing of product packaging.

Page 2 of 10



Evergreen 1 Spot on for Dogs January 30, 2017

CPA Reg. No. 92334 [ 1- Alwernate/Optional Text or Nole 10 revicwer
. FIRSTAID -
ifin eyes e Hold eye open and rinse slowly and gently with water for 15-20 minutes.

¢ Remove contact lenses, if present, after the first 5 minutes, then
continue rinsing eye.
» (Call a poison control center or doctor for further treatment advice.

lif swallowed | s Calla poison control center or doctor immediately for treatment advice.

* Have person sip a glass of water if able to swallow.

* Do not induce vomiting untess told to do so by a poison control center or
doctor.

+ Do not give anything by mouth to an unconscious persen.

If on skin or » Take off contaminated clothing.
clothing e Rinse skin immediately with plenty of water for 15-20 minutes.
» Call a poison control center or doctor for treatment advice.

HOT LINE NUMBER

Have the product container or label with you when calling a poisen control center or doctor,
or going for treatment. For more information on this pesticide product (including health
concerns, medical emergencies or pesticide incidents), you may call 1-800-XXX-XXXX.

NOTE TO PHYSICIAN OR VETERINARIAN
Treat patient symptomatically

Side Effects: Monitor your dog after application. Side ctfects, although very rare, may
include signs of skin rritation such as redness. seratching. or other signs of discomfort.
Although uncommeon. gastrointestinal signs such as vomiting or diarrhea have also been
reported. I these or other side effects oceur. consult your veterinarian or call 1-800-xxx-
NXXX.

[Note to reviewer: A box labeled “Side Etfects™ will be placed immedintely above the cat warning text
bax on the back panel of the carton. )

[1.5 ¢cm x 1.5 ¢ cat prohibition tcon]

DO NOT USE ON CATS-MAY BE FATAIL.

Keep cats away from treated dogs tor 24 howrs.

I applied 10 a cat or ingested by a cal. contact your veterinarian
immediateiy.

[Note to reviewer: A [1.5 em x 1.5 ¢em] cat prohibition icon and warning text box will be located at the
[ower right hand comer of the back panel of the carton in yellow with black images and text.]

Page 3 of 10



Cvergreen 1 Spot on for Dogs January 30, 2017
EPA Rep. No. 92334-R [ ]= Alternate/Optional Text or Note 1o revicwer

[Back Pancl of the Carton|

PRODUCT INFORMATION

Evergreen [T Spot On for Dogs rapidly kills fleas and may reduce the incidence of Hea allergy
dermatitis (FAD). a hypersensitivity skin disorder which may be induced by the {ecding activity
of fleas. Lvergreen [ Spot On for Dogs kills existing (eas on dogs within 12 hours. Any other
fleas that jump on the dog are Killed within 2 hours. Protection against turther {lea infestation
lasts at least four (4) weeks.

Pre-existing pupac in the environment may continue to emerge for six (6) weeks or longer
depending upen the climate. Flea Jarvae in the dog’s surroundings are Killed following contact
with an Lvergreen 11 Spot On tor Dogs treated dog. Evergreen [ Spot On for Dogs is waterproof
and will remain effective even after a shampoo treatment. after swimming or alicr exposure to
rain or sunlight. i“or best results. use monthly treatments for flea and tick control,

Mounthly Topical Treatment of Fleas, Ticks, Mosquitoes, Biting Flies and Lice

DIRECTIONS FOR U'SE
Itis a violation of Federal Law to use this product in a manner inconsistent with its labeling. Do
not allow children to apply product.

READ ENTIRE LABCL BEFORLE EACH USE, USE ONLY ON DOGS.

RESTRICTIONS

Do not use on cats.

Do not allow vour dog Lo ingest this product.

Do not get this produet in your dog’s cyes.

Do not use on dogs under seven weeks of age or weighing fess than [4 Ibs] [11 Ibs] [21 1bs] [33
Ibs].

Do not apply more than 1 tube per treatment per dog.

Do notapply more than | tube per treatment for dogs over 55 Ibs. [ This restriction will appear
onlv on the package for dogs over 53 lbs. |

[Note to reviewer: either a plastic tabe or aluminum wibe will be chosen to use for the final
praduct package|

[How to apply directions for plastic tube container:]

How to Apply

The dog should be standing tor the application. Remove tube frant the package. Hold tube in a
vertical upright position, Cut ofT1op of tube with scissors. Part the hair at each spot until the
skin is visible. Invert tube and place the open end ol the tube on the skin of the dog. Squecsze
tube to expel the entire content of liquid and apply the product evenly along the dog’s back in 3
to 4 spots from the base of the skull to the base of the tail.  Take care that liguid does not run ofT
the dog. Avoid contact with treated arca until dry.

Page 4 of 10
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Evergreen [ Spot on for Dogs Junuary 30,2017
EPA Reu. No. 92334-R | 1= Alternate/Optional Text or Note to reviewer

[How to apply direction for aleminum/plastie tube container:|

How to Apply

The dog should be standing Jor the application. Remove tube from the package. Hold tube ina
vertical upright position. Screw |Pull] cap off of tube. While maintaining the tube in upright
pusition. trn cap and puncture end of tube. Invert tube and apphy the entire content ol liquid to
the skin of the dog evenly along the dog’s back as 2 line from the basc of the skull to the base of
the tail. Take care that liguid does not run off the dog. Avoid contact with treated area until dry,

Discard emipty tube as described in Storage and Disposal. i case of severe pest infestations, you
are able to retreat vour dog carlier than (1) four weeks. If infestation s severe at the imitiation of’
treatment. once a week treatment is permitted not o exceed 4 weeks. After pest control has been
successiul. please return to a monthly retreatment schedule.

[Note to reviewer: A dog icon that shows the application may be added to this section “how to
Apply™]

STORAGE AND DISPOSAL

Do not contaminate water, tood or feed by storage or disposal.
Storage: Store in a cool. dry place inaceessible o children and pets. Protect from freezing.
Pesticide Disposal and Container Handling: Nonrelillable container.

If empty: Do not reuse this container.

Place in trash or olTer for recyeling, i available,

If partly filled: Call your local solid waste ageney or 1-80M{-XXX-XXNXX tor disposal
instructions.

Never place unused product down any indoor er outdoor drain.

[LIMITED WARRANTY AND LIMITATION OF DAMAGES

Exergreen Animal Health, LL.C warrants that this material conforms to the chemical deseription
on the label. TO THE EXTENT CONSISTENT WITH APPLICABLE LAW EVERGREEN
MAKES NO OTHER EXPRESS OR IMPLIED WARRANTY. INCLUDING ANY OTHER
EXPRESS OR IMPLIED WARRANTY OF FITNIESS OR MERCIHANTABILITY. and ne
agent of Evergreen is authorized to do so except in writing with a specilic reference to this
warranty. To the extent consistent with applicable law. any dumages arising [rom a breach of this
warranty shall be timited to direct dumages and shall not include consequential commercial
damages such as loss of profits or values. cte.|

[For consumer questions call 1-800-XXX-XXXX]|
[For medical emergencies call 1-800-XXNX-XXXNX]

Page 5 of 10
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Evergreen 1 Spot on for Dogs January 30, 2017
CPA Rea. No.92334-R | 1= Alternate/Optional Text or Note to reviewer

[Tube Label|

Evergreen 1l Spot On lor Dogs
[4-101bs] [ 1 1-20 |bs] [21-55 [bs] [over 35 Ibs] and 7 weeks & older

33.6% permethrin

7.12% imidacloprid

0.36% pyriproxyien

[0.086 fToz (048 mia] [0.041 Moz (1.2 mL)] (G101 1T 0z (3.0 mL)] [0.162 110z (4.8 ml.)]
EPA Reg. No. 92334-]

Cat prohibition icon [[Do not use on cats.]

Keep Out of Reach of Children

WARNING

Read Eintire Labe] Before Use

Laot#

["For external use ondy”|
[Note to reviewer: It there is still room on the tube. the phrase "For external use only™ will be
added to the tube label. |

Page 6 of 10
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Evergreen 11 Spot on for Dogs January 30. 2017
EPA Kep, No, 92334-R | ] =Allermate/Optional Text or Note to_revicwer

[Optional/Alternate Claims, which may appear on ¢arton]

1} For the prevention and treatment ol Ticks, Fleas. Mosquitoes, Biting Flics and Lice on [Jogs

2) Topical prevention and treatment of ticks, Neas and mosquitoes for dogs and puppics 7
weeks of age and older sweighing |4-10 Ths| [11-20 Ibs] [21-35 [bs] [over 35 Ibs)

3) Preventative [treatment][control] of [ticks].[fleas). [mosquitocs][biting 1lies].and[lice] for
monthly use on dogs and puppies 7 swecks of age and older weighing [4-10 |bs] [11-20 Ibs]
[21-55 Ibs| [over 55 Ybs]

4) Repels and kills [Kills and repels] ticks including Deer ticks [vector of Eyme disease].

Brown dog ticks [vector of Ehrtichiosis], American dog ticks |vector of Rocky Mountain

spotted tever|. and Lone Star ticks [vector of Ehrlichiosis] tor up to four weeks [for up to one

month]

Esvergreen [ Spot On tor Dogs contains wmidacloprid. permethrin, and [an‘the] {insect growth

reputlator] [IGR] pyriproxyfen

0) Escergreen 11 Spot On for Dogs contains [an] [the] [insect growth regulator] [1GR]
[pyriproxyfen|

7) [One| [A] [single] [topical] application remains effective |for] [a month][four [4] weeks]

8) {Once] [A] [single] [topical] application is effective [tor] {a month]ffour [4] weeks)

9y Convenient [and easy] to use] [apply] [Spot on [selution]] [topical [solution]]

[{)) Easy to [use] [apply] [Spot on [solution]] [topical [soelution]]

[1)[One] [A] [single] [1opical] [application| prevents tleas [and Hea [re-]infestations] |Tor] |a
month|[foue {4] weeks]

12)|One] [A] fsingle] Jtopical] fapplication] prevents [ileas and | flea |re-]infestations | for] |a
month][four [4] wecks]

13310ne] [A] [single] [topical] [application] prevents ticks [and tick Jre-linfestations| {for] [a
month][four [4]| wecks]

[ [One] [A] [single] {1opical | [application] prevents [ticks and] tick [re-Jinfestations [for] |a
month][tour {4] weeks)

13) Dead fleas don't bite

16) [Kills] [and] [repels]| fleas before they lay eges

[7) Dead fleas don't lay eges

[8) Prevents flea cgg hatching

[9) [Flea adulticide] [Flea lurvicidef fand] [Flea ovicide|

20) Flea adulticide, larvicide and ovicide

21| Repels] [Inhibits] junnoyingj {bothersome] nuisance biting {lies [and] [leas] [and] [ticks]

22) [Sullj [Remains] effective afler swimming [and| |shampooing |

23 [Kills] [and] [prevents] [biting] [chewing] lice

2:4) Prevents further infestations ol [biting] Jchewing] lice

25y Fragrance free

26) [Contains] no Fragrance

27y Monthly topical tremment kitls and repels fleas, ticks and mosquitoes

28y Kills and repels all tife stages of {leas

20y Repels and kills all stages of Teas

30 Kills and Repels Fleas. Ticks & Mosquitoes [for up to one month] [{or up to [four] [4]
wecks|

h
—

Page 7 of 10
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livergreen H Spot on for Dogs January 30, 2017
EPA Reu No.92331-R [ | = Alternare/Optional Text or Note 10 reviewer

31) Repels and Kills Ticks, Fleas & Mosquitoes [for up to one month] [for up to [four] [4)
weehs]
2) Prevents 11eas on dogs from infesting your home
Sy Kills Teas on dogs within 12 hours and continues to prevent infestations for a month [{or
[four] [4] weeks]

34 Controls tlea infestation for up to one month [{for up to [four] [4] weeks)

33) Prevents development of fleas. flea eggs, larvae and pupac for up 1o one month [for up to
[four] [4] wecks]

36) Prevents development of fleas for up to one month [for up 1o [four] [4] weeks)]

37) Breaks flea life cycle for up 1o one month [for up to [four] {4] wecks]

38) Repels and kills mosquitoes for up to lour weeks

39) Repels biting flies and preyvents blood-feeding by biting Mies

40) Water-proof’

41y S-way protection: Fleas, Ticks, Mosquitoes, Biting flics and Lice [inscet icons may be used]

A2y Kills chewiny lice

J3YKills chewing lice & repels biting Mies

44) Breaks the flea life cycle |graphic icon]

43) Lasy 10 use Applicator [Image]

46) IF'or Dogs and Puppics 7 weeks of age and older weighing [4-10 Tbs] [11-20 Ibs] [21-55 lbs]
[over 55 1bs)

47y Small Dog [4-10 1bs}

48) Medium Dop [ L 1-20 |bs)

49) Large Dog [21-55 1bs|

SOY Extra Large Dog [over 35 by

Sy[Forup to 1 month][4 weeks): [Kills & Repels] [Repels & Kills] Fleas. Flea Eggs. Ticks and
Mosquitoes

32 [Forup to 1 month][4 weeks]: [Prevents] |Repeis| Biting Flies and [prevents] |and] [& ]
[Kitls] Lice

-
A
“
R

Page 8 of 10
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Evergreen [l Spot on for Dogs
EPA Reg. No. 92334-R

January 30. 2017

[_|—=Allernaie/Optional Text or Note to reviewer

[Optional graphic images or icons:|

FFleas [Flea)

Ticks | Tick]

Lice [Louse]

Repels Biting Flies [Biting Fly]

Mosquitoes |Mosquito]

MOSQUITOES

Image of flea life cycle

Do Not Use on Cat prohibition icon
Tube, Tubes

Application procedures

Page 9 of 10
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Evergreen 11 Spot on for Dogs
EPA Reg. No. 92334-R

January 30,2017
[ ]=Alternate/Optional Texi or Note Lo reviewer

[Alternate Brand Names:|

Evergreen 11 Small Dog
Evergreen 11 Medium Dog
Evergreen I Large Dog
Lyergreen 11 Extra Large Dog
Exvergreen 111 Spol on for Dogs
Activate [ lor Dogs

Advance Il For Dogs

Activate [T for Dogs

Truveta NI for Dogs

Activetix [ for Dogs

Fruvetix 1 for Dogs
ActiGuard LT tor Dogs

Vetix [ or Dogs

AvanTect I for Dogs

VanTect 11 for Dogs

Vantect [ for Dogs

K9 Evergreen H Spot on for Dogs
K9 Evergreen I Spol on for Dogs
K9 Activate 11 Tor Dogs

K9 Advance Il For Dogs

K9 Activate lI for Dogs

K9 Truveta 11 for Dogs

K9 Activetix |1 for Dops

K9 Truvetix I for Dogs

K9 ActiGuard 111 for Dogs

K9 Vetia 11 for Dogs

K9 AvanTect [ for Dogs

K9 VanTeet I for Dogs

KO Vanteet 11 for Dogs

Page 10 of 10
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- WASHINGTON, DC 20460
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OFFICE OF CHEM.C AL SAFETY
AND FOLLUTION PREVENTION

30-January-2017

Robert Scharf, Managing Director
Evergreen Animal [ealth, 1LLC
22655 Centennial Road

Gretna, NE 68028

Product Name: Evergreen il Spot On for Dogs
EPA Reg. No.: 92334-R

Application Date: 20-April-2016

Decision Number: 516525

Dear Mr. Scharl

The Agency has completed its review and assessment of your application pursuant to
Section 33(b)(3) of the Federal Insecticide, Fungicide and Rodenticide Act (FIFRA) as amended
by the Pesticide Registration Improvement Extension Act of 20012, The Agency has made a pre-
decisional determination that your application cannot be approved unless revisions are made to
the fabel. The necessary label changes are specified on the attached label.

Since there is limited time before the PRIA Decision Due Date expires. it is important
discuss any objections you have to these changes immediately and whether you will need to
submit additional data for review. I these discussions determine that submitting data will be
necessary, the PRIA decision due date may need to be renegotiated to allow sufficient time to
address and resolve such differences. If the PRIA Decision Due Date is not rencgotiated. and the
label issues are not resobved before the PRIA Decision Due Date. the Agency will send a follow-
up letter that will represent the Ageney’s decision to ¢lose out the PRIA decision review time.
The fotlow-up letter will provide the following three options for continuing the revicw of the
application:

{a) Applicant agrees to ali of the terms associated with the draft accepted label as revised by the
Agency and requests that it be issued as the accepted final Agency-stamped label; or

{b} Applicant does not agree to one or more of the terms of the draft accepted label as revised by
the Agency and requests additional time to resolve the differenceis); or

{c) Applicant withdraws the application without prejudice for subsequent resubmission, but forfeits
the associated registration service fee.

If the applicant informs EPA that it has concerns as described under (b) above, the applicant will
have up to 30 calendar days from the date of that follow-up letter to reach agreement with the
Agency on the final version of the label that the Agency will accept. If an agreement cannot be

reached within those 30 days, EPA would intend to proceed with denial of the applicaticon.
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Page 2 of 2
EPA Reg. No. 92334-R
Decision No. 516325

i the applicant agrees to all of the terms of the accepted label as described in {a) above, or if the

applicant and EPA resolve any differences as described in (b), the applicant must submit a
revised label 1o EPA. EPA will then provide an accepted final Agency stamped label to the
applicant within 2 business days following the applicant’s written electronic confirmation of

agreement to the Agency including the revised label to be stamped.

If you have any questions. you may contact Julic Breeden-Alemi, DVM at 703-347-0511 or via

cemail at Breeden-AlemiJulic ¢ epuvoy .

attachments

Sincerely.

Kable Bo Davis. Product Manager 3
invertebrate and Vertebrate Branch |
Registration Division (7505P)
OfTice of Pesticide Programs
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Breeden-Alemi, Julie

From: Jones, Ricardo

Sent: Wednesday, February 01, 2017 2:59 PM
To: Breeden-Atemi, Julie

Subject: RE: DCIS/EDSBB Imldacioprld Ty

Sure thing, here's the list of the rest of the DCls that are still showing as open in PRISM. | didn’t enter these and haven't
updated them since taking over this a.i. a few months ago, so | can’t say for certain that they are definitely active. EDSP
is weird in that ! don’t really know much about what is going on for my chemicals.

EDSP

129099-1220 (Willowood)
129099-177 {Ensystex [l1)
125099-179 (Albaugh)
129099-181 (Amtide)
129099-182 (ADAMA Celcius)
129099-184 (Bayer Cropscience}

129099-436 (Nufarm}) e )
129099-437 (Nufarm Lmited) P /“34 Q_ /,,.? ;Z,a /A. _/'L/}""’ /é
129099-439 (UPI) Ttk o
129099-440 (Rotam) / %L__,t sued /0 Lot /A&- ¥
129099-441 (Sharda Cropchem) / /an(/ac/yh/,u_w S Aec
__RegReview . éf:— -’ _ /(// 7~

129099 951 (a!l)

From: Breeden-Alemi, Julie

Sent: Tuesday, January 31, 2017 11:11 AM
To: Jones, Ricardo <Jones.Ricardo@epa.gov>
Subject: RE: DCIS/EDSPs Imidacloprid

Thank you Ricardo! Indeed we do list the EDSPs in the registration notice. Can you please provide?

From: Jones, Ricardo

Sent: Tuesday, fanuary 31, 2017 10:38 AM

To: Breeden-Alemi, Julie <Breeden-Alemi.julie@epa.gov>
Subject: RE: DCIs/EDSPs Imidacloprid

Julie,
The registration review DCI {ongoing) is GDCi# 129099-951.

There are aiso EDSP DCls out there. These are issued a little differently {different number per registrant), and there are a
bunch. However, | don’t think RD normally cites these DCls {I could be wrong), but let me know if you need any more

info about these,
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Ricardo

From: Breeden-Alemi, Julie

Sent: Tuesday, January 31, 2017 7:08 AM

To: Jones, Ricardo <Jones.Ricardo@epa.gov>
Subject: DCIs/EDSPs Imidacloprid

Good morning Ricardo!

| hope you are having a great week thus far.

It fooks like you are the CRM for imidacioprid. | have a PRIA action to register a new product containing
imidacloprid. Could you please tell me the current GDCls and EDSPs that are unfulfilled? | must list them on the

registration notice. | need only the number designations such as: GDCI-129099-1516

Thank you for your efforts,
Julie

Julie A. Breeden-Alemi, DVM

U.5. Environmental Protection Agency
OCSPP/OPP /RD/IVB1
Breeden-Alemi Julie@epa.gov
Phone; 703.347.0511

Office: S-7216, Mail Code: 7505P
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Breeden-Alemi, Julie

From: QOlaf Hansen <olafhansen@convet.de> —

Sent: Tuesday, January 31, 2017 9:12 AM I,
To: Breeden-Alemi, Julie e e
Cc: Davis, Kable; IVB1; '‘Bab Scharf’; 'F. Terry McNamara'

Subject: AW:92334-R Final Label proposal

Attachments: Final_Label_92334-R_Evergreen Spot on_Jan 31-2017.pdf
Dear Julie,

thanks for your support over the last days.
We accept alt label changes. Please find enclosed an updated label ready to be stamped.

Best regards,
Olaf

Evergreen Animal Health, LLC
Dr. med. vet, Olaf Hansen, MBA
2265% Centennial Road

Gretng, Nebraska 68028

Tel, =39 2173 20 40 950
Fax:+49 2173 2040997
E-Muil: Qlaf . Hansen@ConVet.de

The preceding e-mail message {including any attachments) contains information that may be confidential. or constitute
non-publc information 1t 1s intended to be conveyed only to the designated recipientis). If you are not an intended
recipient of this message. please notfy the sender by replying to this message and then delete it from your

system Use, dissemination. distribution, or reproduction of this message by unintended recipients is not authorized and
may be unlawful

Von: Breeden-Alemi, Julie [mailto:Breeden-Alemi.Julie@epa.gov]
Gesendet: Montag, 30. Januar 2017 22:37

An: Otlaf Hansen <olaf.hansen@convet.de>

Cc: Davis, Kable <Davis Kable@epa.gov>; IVB1 <IVB1@epa.gov>
Betreff: RE: 92334-R Final Label proposal

Hi Olaf,
Thank you for your attention to this label and process today. Please find attached the label comments as we discussed
on the phone as well as the Pre-Decisional letter. We have made wonderful progress today. Tomorrow | will be able to

continue with the action once | receive the revised label.

Have a nice evening,
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Breeden-Alemi, Julie

From: Olaf Hansen <alaf.hansen@convet.de>
Sent: Monday, January 30, 2017 4:21 PM

To: Breeden-Alemi, Julie

Subject: Claims 51 and 52

1} {For up to 1 monthf[4 weeks]: {Kills & Repels] [Repels & Kills] Fleas., Flcal Eggs. Ticks and Mosquitoes
2) [For up to ] month][4 weeks]: |Prevents] [Repels| Biting Flics and [prevents] [and] [&] [kills] Lice
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Breeden-Alemi, Julie

From: Jones, Ricardo

Sent: Monday, January Q9, 2017 2:53 PM

To: Breeden-Alemi, Julie

Subject: RE: PyriproxyfemEDSP and GDCI
A

That's correct. The info below is for GDCI 129032-1299. There is also an EDSP DCI. It is #125032-187 (it is a List 1 EDSP
chemical). All of the data has been received for that DCi, and both an EDSP WOE document and DER were posted to the
docket in 2015. Here’s a link to the docket: https://www.repulations.gov/docket?D=EPA-HQ-QPP-2011-0677

From: Breeden-Alemi, Julie

Sent: Monday, January 09, 2017 1:00 PM
To: Jones, Ricardo <Jones.Ricardo@epa.gov>
Subject: RE: Pyriproxyfen EDSP and GDClI

Thank you Ricardo! Do these studies apply to DCI 129032-1299? Are there any active EDSPs?
Enjoy your day,
Julie

From: Jones, Ricardo

Sent: Friday, January 06, 2017 4:47 PM

To: Breeden-Alemi, Julie <Breeden-Alemi.Julie @epa.gov>
Subject: RE: Pyriproxyfen EDSP and GDCI

Julie,

| am the correct contact. Below is my DCI tracking table. Hopefully it can give you some useful info. It hasn’t been
updated in a couple of months, so if you have any specific questions, feel free to ask.

DCI mailed (PRISM): 2/21/13 - to OMB
90 Day GDCI response: complete
Technical Data Doer: Valent USA
Method Study Description Due Date | Notes

SS-1154 Acute honey bee 1/31/2016 | Waiver requested (DP413410) - denied
larvae feeding study f

. Submitted January 2016, MRID
; 49808101 (DP432598)

850.1710 Oyster BCF 1/31/2016 | Under Review - DP432597 (3/30/16)




850.4225 Scedling emerpence, 212172014 | Under review - DP 419037 (4/1/14)
Tier 11

850.4250 Vepgetative vigor. Tier | 2/21/2014 | Under review - DP 419039 (4/1/14)
11

870.6200 Neurotoxicity 272172014 | 8/8/13, Satisfied by earhier studies
screening battery (123988085 and D413818)

870.7800 Immunotoxicity 272172014 | 8/8/13, Satistied by earlter studies

(123988085 and D413819)

Voluntary submissions  Bumble bee acute oral & contact, chronic honey bee test, poliinator residuc tests for:
(pending) Cotton, Citrus. and Apple

From: Breeden-Alemi, Julie

Sent: Friday, January 06, 2017 4:25 PM

To: Jones, Ricarde <jones.Ricardg@epa.govs
Subject: FW: Pyriproxyfen EDSP and GDCI

Hi!

Could you please tell me if you are the correct person to contact to determine the current active GDCIs/EDSPs for
Pyriproxyfen? We have several actions that require this information in a fairly timely manner. Can you provide
guidance?

Many thanks!
Julie

Julie A. Bregden-Alemi, DVM

U.S. Environmental Protection Agency
OCSPP { OPP / RD/ IVB1
Breeden-Aleml.Julie@@epa.qov
Phone: 703.347.0511

Dffice: S-7216, Mail Code: 7505P

From: Aubuchon, Matthew

Sent: Wednesday, December 21, 2016 11:14 AM

To: lones, RDavid <Jones Rdavid@epa.gov>

Cc: Ciarlo, Timothy <Ciarlo. Timothy@epa.gov>; Breeden-Alemi, Julie <Brecden-Alemi.Julie@epa.gov>; Fertich, Elizabeth

2
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Breeden-Alemi, Julie

From: Gaines, Jennifer

Sent: Wednesday, January 25, 2017 4:10 PM
To: Breeden-Alemi, Julie

Subject: FW: Permethrin EDSP and GDCl

Jennifer Gaines

Wwildlife Biologist

Registration Division

Office of Pesticide Programs

U.S. Environmental Protection Agency
(703) 305-5967

From: Pruitt, Brittany

Sent: Tuesday, January 24, 2017 5:34 PM

To: Gaines, Jennifer <gaines.jennifer@epa.gov>
Subject: RE: Permethrin EDSP and GDCI

Hi Jen,

For Permethrin, the POTW special study from GDCI-109701-1252is the only study that is out right now for those listed
DCls. | am going to reach out to the task force for an update. | don’t have PBO anymore. Maria Piansay does. The POTW
was a joint with PBO, but I'm not sure if there are other outstanding data requirements for PBO.

Brittany

From: Gaines, Jennifer

Sent: Tuesday, January 24, 2017 6:48 AM

To: Pruitt, Brittany <Pruitt.Britlany@epa.gov>
Subject: FW: Permethrin EDSP and GDCH

Hi Brittany,

| have a PRIA coming up very soon for a new product and am trying to determine whether the DCls and EDSPs
listed below are still outstanding {(have all the data been submitted)?

Thanks!
len

Jennifer Gaines

Wildlife Biologist

Registration Division

Office of Pesticide Programs

U.S. Environmental Pratection Agency
(703) 305-5967
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From: Breeden-Alemi, Julie

Sent: Tuesday, January 24, 2017 6:42 AM

To: Gaines, Jennifer <gaines.jennifer@epa.gov>
Subject: FW: Permethrin EDSP and GDCI

From: Pruitt, Brittany

Sent: Thursday, Decemnber 22, 2016 10:52 AM

To: Aubuchon, Matthew <Aubuchon.Matthew@epa.gov>

Cc: Fertich, Elizabeth <fertich.elizabeth@epa.gov>; Ciarlo, Timothy <Ciarlo.Timothy@epa.gov>; Breeden-Alemi, Julie
<Breeden-Alemi.Julie@epa.gov>

Subject: RE: Permethrin EDSP and GDCI

Hi all,

These are the DCls for permethrin by action. Let me know il vou have any more questions.

DCI for Registration Review

c. ermctrin GDCI-1 970 1-1281

Best,

Brittany Pruitt

Chemical Review Manager

Pesticide Re-evaluation Division
Office of Pesticide Programs

U.S. Environmental Protection Agency
(703) 347-0289

pruitt.brittanyvie epa.goy

From: Aubuchon, Matthew
Sent: Wednesday, December 21, 2016 11:20 AM
To: Pruitt, Brittany <Pruitt.Brittany@epa.gov>
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Breeden-Alemi, Julie

From: Terry McNamara <tmcnamara@exponent.com>

Sent: Thursday, January 26, 2017 1,10 PM

To: Breeden-Alemi, Julie

Cc: Olaf Hansen (olaf hansen@convet.de) (olaf.hansen@convet.de}

Subject: RE: EPA File Symbol No. 92334-R

Attachments: Evergreen data matrix 8570-35 Data Matrix EPA Version_signed.pdf; Pages from

Releasahle 11556-141 val 3.pdf

Hi jube,
Olaf asked me to respond to your question below.

The campanion animal safety studies supporting the weekly treatment interval are MRID 450097101 and
45563003, These studies are highlighted on page 2 of the attached data matrix submitted with the application for
registration.

Also for your ease of reference, attached is an Agency review citing these two studies and summarizing that in these two
studies the animals were treated 4 times at weekly intervals.

If | can provide anything else, please don’t hesitate to contact me.

Thanks,
Tery MC

From: Olaf Hansen {mailto:olaf.hansen@convet.de]
Sent: Thursday, January 26, 2017 12:06 PM

To: Terry McNamara

Subject: WG: EPA File Symbol No. 92334-R

Have we?

Von: Breeden-Alemi, Julie

Gesendet: 26.01.2017 17:43

An: Olaf Hansen

Cc: Davis, Kable

Betreff: RE: EPA File Symbol No. 92334-R

Good morning Qlaf,

On 10 January 2017 we received a document with several responses to some of our previous label comments. In
response #8 you reference a study that speaks to the weekly treatment interval for the product. Is that study cited on
your current data matrix? If it is, please provide the MRID 4.

Many thanks,
Julie

Julie A. Breeden-Alemi, DVM



U.S. Environmental Protection Agency
OCSPP/CPP/RD/IVB1
Breeden-Alemi. Julie@epa.qov

Phone: 703.347.0511

From: Olaf Hansen [mailto:olaf.hansen@caonvet.de]

Sent: Friday, January 20, 2017 4:17 PM

To: Breeden-Alemi, Julie <Breeden-Alemi.juiie@epa.gov>; 'Terry McNamara' <tmcnamara@exponent.com>
Cc: 'Mary Hunt' <mhunt@exponent.coma>

Subject: AW EPA File Symbol No.92334-R

Hello tulie,

| hope everything is fine and you are satisfied with our answers.

Please let me know if you need any further information or if you want to discuss some points on the phone.
Enjoy your weekend!

Best regards,
Oiaf

Evergreen Animal Health, LLC
Dr. med. vet. Olaf Hansen, MBA
22655 Centennial Road

Gretna, Nebraska 68028

Tel: +49 2173 2040990
Fax: +49 2173 20 40 997
E-Mail: Olaf.Hansen@CanVet.de

The preceding e-mail message {including any attachments) contains information that may be confidential, or constitute
nan-public informaticn It is intended to be conveyed only to the designated recipient(s) If you are not an intended
recipient of this message, please notify the sender by replying to this message and then delete it from your

system Use, dissemination, distribution, or reproduction of this message by unintended recipients is not authorized and
may be unlawful

Von: Breeden-Alemi, Julie [mailto:Breeden-Alemi.Julie@@epa.pov]

Gesendet: Donnerstag, 12. lanuar 2017 14:11

An: Terry McNamara <tmcnamara@exponent.com>

Cc: Olaf Hansen (olaf.hansen@convet.de} {olaf.hansen@convet.de) <olaf.hansen@convet.de>; Mary Hunt
<mhunt@expanent.com>

Betreff: RE: EPA File Symbol No. 92334-R

Thank you very much, documents received! | am working on this today and into next week. ¥ll be in touch ASAP to
continue this momentum!
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Enjoy your day,
Julie

Julie A, Breeden-Alemi, DVM

U.S. Environmental Protection Agency
QCSPP/OPP/RD/IVB1
Breeden-Alemi Julie@epa.qov
Phone: 703.347.0511

From: Terry McNamara [mailto:tmenamara@exponent.comj

Sent: Tuesday, January 10, 2017 5:55 PM , e

To: Breeden-Alemi, Julie <Breeden-Alemi Julie@epa.gove !

Cc: Olaf Hansen {olaf.hansen@convet.de) {olaf.hansen@convet.de) <olaf.hansen@convet.de>; Mary Hunt
<mhbhunt@exponent.com>

Subject: RE; EPA File Symbol No. 92334-R

Julie,
Attached is a clean version of the revised label.

Attached is a marked up version showing the changes in track change mode {all the German {Olaf) terms pertain to
formatting}.

There are still 9 areas of question or discussion, and we thought the best way to discuss these items is simply to lay them
out in a document. Accordingly, this discussion is attached.

If we can provide any clarification, information, etc., please don’t hesitate to contact us. We really appreciate how you
have been so responsive.

Thanks
Terry Mc

From:; Breeden-Alemi, Julie {mailto:Breedan-Alemi, Julie depa.gov]
Sent: Tuesday, January 10, 2017 12:37 PM

To: Terry McNamara

Subject: RE: EPA File Symbol No, 92334-R

Thank you for the update Terry!
Julie

From: Terry McNamara [mailto:tmenamara@exponent.com]
Sent: Tuesday, January 10, 2017 12:34 PM

To: Breeden-Alemi, Julie <Breeden-Alemijulic@epa.gov>
Subject: RE: EPA File Symbol No. 92334-R

Hi Julie,



Thank you for the note; it is very helpful. We were aware of the Monday holiday but did not think about the
inauguration {being outside of DC, we usually don’t think about such things, but I have now seen notices that our
Exponent DC office is closed because of the parade and all the other events that will be taking place Friday}.

We have been working on the label, and have compieted a rough draft version. Almost all of the changes you
recommended have been made, but there are still a few issues, and we also want to address your questions. We are
hopefut of finalizing the revised labeling and providing an explanation to send to you today. | am still waiting on some
items from Qlaf {he is in Germany), and consequently [ think getting the response to you teday may be too

optimistic. Nonetheless, | do think we should have a revised label and to address all the comments temorrow via email
to you tomorrow.

This is Evergreen’s only product, and they are very eager for registration and want to provide anything we can to help
the process.

Tharnks
Terry Mc

From: Breeden-Alemi, Julie [mailio:Brecden-Alemi. Julicidiepa.gov]
Sent: Tuesday, January 10, 2017 6.55 AM

To: Terry McNamara

Subject: FW: EPA File Symbol No. 92334-R

Good morning Terry,

¥'m just following up to the email and label comments and questions sent 1/4/17. As a courtesy | want to let you know
that the Pre-Decisional date for this action is 1/30/17. Next week is an interesting week as we have two holidays plus
inauguration events happening. If you have the time, and we are able to make a bit of headway this week it would serve
us well.

Thanks so much and have a nice day,
Julie

Julie A. Breeden-Alemi, DVM

U.8. Environmental Protection Agency
QCSPP/ QPP /RD{IVB1
Breeden-Alemi Julie@epa.qov

Phone; 703.347.0511

From: Breeden-Alemi, Julie

Sent: Wednesday, January 04, 2017 4:32 PM

To: 'Terry McNamara' <tmcnamarai@exponent.com>

Cc: Davis, Kable <Davis.Kable @epa.gov>; IVB1 <IVB1l@epa.gov>
Subject: RE: EPA File S5ymbol No. 92334-R

Hi Terry,

Please find attached initial label comments regarding EPA File Symbol No. 92334-R. Please send both clean and
highlighted revised readable electronic pdf labels. Let me know if you have any questions.
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Please include comments regarding these questions when you send the revised label:
1. Please describe the packaging for the product.
a. “Front Panel” and “Back Panel” ... do these refer to a box=carton?
b. When is the insert used and when is it not used
i. Whatinformation is included in the insert when it is used?
¢. Are the tubes all free from one another or are there strips of 3 for example?
d. Isthe single applicator option packaged the same way as the packages of multiples or differently?
e. Isthere any difference in the plastic tube vs. aluminum tube with degree of CRP?
2. Several of the Alternate Brand Names are listed as a ll or [li, but | am unable to find a [ in existence. For
example, Activate Il for Dogs and Activate |Il for Dogs are both listed as ABNs for this product. Why is there a
and Ill for the same product? Why is there no Activate I? Can you please comment?

Many thanks,
Julie

Julie A. Breeden-Alemi, DVM

U.S. Environmental Protection Agency
OCSPP /OPP {RD/VB1
Breeden-Alemi.Julie@epa qov

Phone: 703.347.0511

From: Terry McNamara [mailto:tmcnamara@exponent.com]
Sent: Thursday, December 29, 2016 12:56 PM

To: Breeden-Alemi, Julie <Breeden-AlemiJulie@epa.gov>

Cc: Davis, Kable <Davis.Kable@epa.gov>; IVB1 <IVBl @epa.gov>
Subject: RE: EPA File Symbol No. 92334-R

Hi Julie,
Thanks for your foliow up and email.

As we stated in the pre registration meeting for this product, no new claims were going to be made; the same claims
based on the same already reviewed and accepted data was the mantra.

i look forward to getting your comments, and | hope we can turn them around quickly.

Thanks again,
Terry Mc

From: Breeden-Alemi, Julie Imaillo:Breeden-Alem.. Julie.a'epa.gov]
Sent: Thursday, December 29, 2016 11:58 AM

To: Terry McNamara

Cc: Davis, Kable; IVB1

Subject: RE: EPA Fite Symbol No, 92334-R

Hi Terry,
Last week in your voicemail you asked about an efficacy review.

There is no efficacy review for this action. The submitted data matrix matches that of the cited label, and the
submission for this action stated that only claims present on the cited fabel would be included on the submitted label
{no new claims, no new data).
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| have label comments ready for you, but | have to check on ane thing with Bo Davis before | send them. [ plan on
sending them early next week!

Many thanks,
lulie

Julie A. Breeden-Alemi, DVM

U.S. Environmental Protection Agency
QCSPP/ QPP {RD/IVBY
Breeden-Alerm. Julief@epa.gov

Phone: 703.347.0511

From: Breeden-Alemi, Julie

Sent; Thursday, December 22, 2016 4:22 PM

To: 'Terry McNamara' <tmenamara@exponent.com>
Subject: RE: EPA File Symbol No. 92334-R

Hi Terry,

| received your voicemail this morning. | will look into your question about efficacy and touch base with you next
week. [ am hoping to be able to start working on the label next week as well!

Happy holidays,
Julie

Julie A. Breeden-Alemi, DVM

U.S. Environmental Protection Agency
OCSPP/OPP/RD/ IVB1
Breeden-Alemi.Julie@epa.qov

Phone: 703.347.0511%

From: Olaf Hansen imailto:olaf.hansen@canvet.de)

Sent: Wednesday, December 21, 2016 1:20 PM

To: Breeden-Alemi, Julie <Breeden-Alemi Julie@epa.sov>

Cc: Davis, Kable <Davis.Kable@epa gov>; IVB1 <IVB1@epa.gov>; 'Bob Scharf’ <bob@scharfl.com>; 'F. Terry McNamara'
<tmcnamara@exponent.cont>

Subject: AW: EPA File Symbol No. 92334-R

Dear Julie,
everything worked well, Thank you very much!
Terry will get in contact with you concerning the label.

Happy Holidays
Olaf

Von: Breeden-Alemi, Julie [mailto:Breeden-AlemiJulie@epa.gov]
Gesendet: Dienstag, 20. Dezember 2016 20:28
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An: Olaf Hansen <olaf.hansen@convet.de>
Cc: Davis, Kable <Davis.Kable@epa.gov>; IVB1 <iVB 1l @epa.gov>; 'Bob Scharf' <hob@scharfl.com>»

Betreff: RE: EPA File Symbol No. 92334-R

Here are the requested documents! Passwords to follow in a separate email.

Enjoy the afterngon,
Julie

Julie A. Breeden-Alemi, DVM

U.S. Environmental Protection Agency
OCSPP{OPP /REC/ IVB1
Breeden-Alemi Jukefepa gov

Phone: 703.347.0511

From: Olaf Hansen [maiito:olaf.hansen@convet.de)

Sent: Tuesday, December 20, 2016 1:37 PM

To: Breeden-Alemi, Julie <Breeden-Alemi. Julie@epa.cov>

Cc: Davis, Kable <Davis.Kable@epa.gov>; IVB1 <IVB1@epa.gov>; 'Bob Scharf' <bob@scharfl.com>
Subject: AW: EPA File S5ymbol No. 92334-R

Yes D

Thank you
Olaf

Von: Breeden-Alemi, Julie [maiite:Breeden-Alemi. Julie@epa.gov]

Gesendet: Dienstag, 20. Dezember 2016 19:08

An: Olaf Hansen <olaf .hansen@convet.de>

Cc: Davis, Kable <Davis.Kable@epa.gov>; IVB1 <jVBl@epa.gov>; 'Bob Scharf” <bob@scharfl.com>
Betreff: RE: EPA File Symbol No. 92334-R

Oh, sorry, Olaf, | misunderstood! If you are saying it is ok to send by email, | will have to send it password protected, no
choice. Is that what you want?
Julie

From: Olaf Hansen [mailto:gclaf.hansen@convet.de]

Sent: Tuesday, December 20, 2016 1:03 PM

To: Breeden-Alemi, Julie <Brecden-AlemiJulie@epa.gove

Cc: Davis, Kable <Davis. Kable@epa.gov>; IVB1 <IVB1@epa.gov>; 'Bob Scharf <hob@scharfl.com>
Subject: AW: EPA File Symbol No. 92334-R

Hi Julie,
yes, but you can send them also via pdf.

Thanks
Olaf



Von: Breeden-Alemi, Julie [mailto:Breeden-AlemiJuliec@epa.gov]
Gesendet: Dienstag, 20. Dezember 2016 18:52

An: Olaf Hansen <plaf hansen@convet.do>

Cc: Davis, Kable <Davis.Kable@epa.gov>; IVB1 <IVBl@epa.pov>
Betreff: RE: EPA File Symbol No. 92334-R

Hi Olaf,

The address to use would be the one in your signature, correct?
Thanks!

Jutie

From: Olaf Hansen [mailto:olaf.hansen®@convet.de]

Sent: Tuesday, December 20, 2016 12:49 P

To: Breeden-Alemi, Julie <Breeden-Alemi Julie@epa.gov>; 'Terry McNamara' <tmcnamara@exponent.com>; 'Bob Scharf'
<bscharf@tevrabrands.com>

Cc: Davis, Kable <Davis.Kable@epa.gov>; [VB1 <|VB1@epa.gov>

Subject: AW: EPA File Symbol No. 92334-R

Hello Julie,
thanks for doing it so quickly. Please send the reviews to my hands. No need for password protected pdfs.

Thanks
Olaf

Best regards,
Olaf

fvergreen Animal Heaith, LLC
Dr. med. vel. Olaf Hansen, MBA
22655 Centenmal Road

Gretna, Nebraska 68028

Tel: +49 2173 2040990
Fax; =49 2173 2040997
E-Mail: Qlaf Hansen@ConVet.de

The preceding e-mail message (including any attachments; contains information that may be confidenbal, or constiute
non-pubiic information 1t 1s intended to be conveyed only to the designated recipient{s) If you are not an intended
recipient of this message. please notify the sender by replying to this message and then delete 1t from your

system. Use, dissemination, distribution, or reproduction ¢f this message by unintended recipients is not authorized and
may be unlawful

Von: Breeden-Alemi, Julie [mailto:Breeden-AlemiJulie@epa.pov)

Gesendet: Dienstag, 20. Dezember 2016 17:12

An: Terry McNamara <tmenamara@expaonent.com>; Bob Scharf {bscharf@tevrabrands.caom)
<bscharf@tevrabrands.com>; Olaf Hansen <olaf hapsen@convet.de>
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Cc: Davis, Kable <Davis.Kable@epa.gov>; IVB1 <IVB1@epa.gov>
Betreff: EPA File Symbol No. 92334-R

Hello,

I'am writing in response to a request for copies of the reviews associated with File Symbol No. 92334-R. Please address
the following questions, and | will send the reviews to you ASAP,

1. The reviews you request do contain Confidential Business Information, and a specific request stating an
acceptable mode of transmission for these documents is necessary. If you prefer password protected pdfs, you
will have to state your preference in an email.

2. Could you please cfarify for me to whom | should be primarily correspending with when it comes to future
emails?

Many thanks,
Julie

Julie A, Breeden-Alemi, DVM

U.S. Environmental Protection Agency
OCSPP/OPP/RD/\B1
Breeden-Alemi.Julie@ena.qov

Phone: 703.347 0511




Breeden-Alemi, Julie

From: Terry McNamara <tmcnamara@exponent.com>
Sent: Wednesday, January 11, 2017 9:17 AM

To: Breeden-Alem, Julie

Subject: RE: EPA File Symbol No. 92334-R

Hi Julie,

After | sent the revised label and discussion document late yesterday, | noted that there were a couple of questions in
your email {below) that had not been addressed.

With regard to those questions not addressed,

At this time an insert is not planned; all information will be on the box and tubes.

I sume instances the tubes may be connected in strips, like strips of 3 for example, and placed in the boxes
but in other instances the tubes may be “free” or placed in the boxes as single tubes. It is anticipated that
muitiple manufacturers/supplemental distributors may involved with the product and have different
preferences. As CRP is not required for the packaging, the tulkes may or may not be attached in strips.

The current imidacloprid + permethrin + pyriproxyfen product on the market is branded as K9advantix Il (an
improved version of X9Advantix - improved because it now contains pyriproxyfen), so we want to mirror the
Il. Additionatly the product contains three actives - permethrin, imidacloprid and pyriproxyfen — and
therefore we aiso considered to brand the product as (1.

With these last responses, we believe we have addressed all your questions, but 2gain, if there are any additional
questions or information you would like, please don't hesitate to contact us. And, again, we really appreciate your
efforts on this action.

Thearks
Terry Mo

From: Breeden-Alemi, Julie [mailto:Breeden-Alerni.Julie@epa.gov)
Sent: Wednesday, January 04, 2017 4:32 PM

To: Terry McNamara

Cc: Davis, Kable; IvB1

Subject: RE: EPA File Symbol No. 92334-R

HiTerry,

Please find attached initial label comments regarding EPA File Symbol No. 92334-R. Please send hoth clean and
highlighted revised readable electronic pdf labels. Let me know if you have any questions.

Please include comments regarding these questions when you send the revised label:
1. Please describe the packaging for the product.
a. “"Front Panel” and “Back Panel” ... do these refer to a box=carton?
b. Whenis the insert used and when is it not used
i. Whatinformation is included in the insert when it is used?
c. Are the tubes all free from one another or are there strips of 3 for example?
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d. Isthe single applicator option packaged the same way as the packages of muitiples or differently?
e. |5 there any difference in the plastic tube vs. aluminum tube with degree of CRP?
2. Several of the Alternate Brand Names are listed as a Il or I1l, but | am unable to find a | in existence. For
example, Activate 1l for Dogs and Activate 11l for Dogs are both listed as ABNs for this product. Why is there a Il
and |\ for the same product? Why is there no Activate I? Can you please comment?

Many thanks,
Julie

Julie A, Breeden-Alemi, DVM

U.S. Environmental Protection Agency
QCSPP /OPP /RD/ IVB1
Breeden-Alemi.Julie@depa aov
Phone: 703.347.0511

From: Terry McNamara [mailto:tmcnamara@exponent.com)
Sent: Thursday, December 29, 2016 12:56 PM

To; Breeden-Alemi, Julie <Breeden-Alemijulie@epa.gov>

Cc: Davis, Kable <Davis. Kable@epa.gov>; IVB1 <IVB1l@epa.gov>
Subject: RE: EPA File Symbol No. 92334-R

Hi julie,
Thanks for your follow up and email.

As we stated in the pre registration meeting for this product, no new claims were going to be made; the same claims
based on the same already reviewed and accepted data was the mantra.

| fook forward to getting your comments, and | hope we can turn them around quickly.

Thanks again,
Terry Mc

From: Breeden-Alemi, Julie [mailto:Breeden-Alemi.Juiief@epa.qov]
Sent: Thursday, December 29, 2016 11:58 AM

To: Terry McNamara

Cc: Davis, Kable; IVB1

Subject: RE: EPA File Symbol No. 92334-R

Hi Terry,

Last week in your voicemail you asked about an efficacy review.

There is no efficacy review for this action, The submitted data matrix matches that of the cited (abel, and the
submission for this action stated that only ¢laims present on the cited label would be included on the submitted label

{no new claims, no new data).

I have label comments ready for you, but | have to check on one thing with Bo Davis before | send them. | plan on
sending them early next week!

Many thanks,
Julie
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Breeden-Alemi, Julie

From: Terry McNamara <tmcnamara@exponent.com>

Sent: Friday, Septermber 30, 2016 10:42 AM

To: Breeden-Alem, Julie

Ce: Bacon, Laura; Olaf Hansen {olaf.hansen@convet.de) (olaf.hansen@convet.de); Bob
Scharf (bscharf@teyrabrands.com); James Messina

Subject: RE: File Symbol 92334-R

Attachments: Evergreen 8570-35 Data Matrix EPA Version_signed.pdf; Evergreen Submission Cover

Letter_signed.pdf; Evergreen Confidential Attachment to Cover.pdf

Hello Juiie,

| am a regulatory consuitant {we have been in a few meetings together) working for Exponent who helped prepare the
Evergreen submission.

Bob Scharf and Olaf Hansen asked me to call Laura in response to your email question below. Laura and | spoke this
morning, and she recommended that | send the email response to you and copy in all parties.

The short answer is that certification that the packaging for 92334-R meets the child-resistant packaging standards in 40
CRF 157.32 is not necessary because 92334-R does not meet any of the toxicity criterion listed in 40 CFR 157.22 (a) for
products requiring child-resistant packaging.

In explanation, the registration of this product is being based upon the acute toxicity data (cited in the data matrix; copy
enciosed) of the Bayer 11556 — 141 formulation containing imidacloprid + permethrin + pyriproxyfen, and the acute
toxicity of the Bayer 11556 — 116 formulation containing imidacloprid. This is detailed in the confidential attachment to
the cover letter for the application {the cover letter and the confidential attachment are attached for your ready
reference; please note the highlighted discussion in the confidential attachment), The acute toxicity data cited for these
two Bayer formulations do not meet the toxicity criterion listed in 40 CFR 157.22{a}.

In summary, the acute toxicity data to support the registration of EPA File Symbol 92334-R do not meet any af the
toxicity criterion listed in 40 CFR 157.22 (a) for products requiring child-resistant packaging, and consequently CRP was
not discussed in the application.

if | can provide any additional information on behaif of Evergreen, please don’t hesitate to contact me, Bob or Olaf.

Thanhs

Terry McNamara

Exponent. Inc

Managing Reguifatory Consultant

Center for Chemucal Regulation and Food Safety
1150 Connecticut Avenue NW. Suite 1100
Washmgton. DC 20036

(913} 428 - 6228

tmenamara@exponent.com

From: Bob Scharf [mailto:bob@scharfi.com]
Sent: Thursday, September 29, 2016 10:12 AM
To: 'Olaf Hansen'
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Cc: Terry McNamara; James Messina
Subject: FW: File Symbol: 92334-R

FYI

from: Bob Scharf [mailto:bob@scharfl.com]

Sent: Thursday, September 29, 2016 9:02 AM

To: '‘Breeden-Alemi, Julie' <Breeden-Alemi.Julie@epa.gov>
Cc: 'Bacon, Laura' <Bacon.Laura@epa.gov>

Subject: RE: File Symbol: 92334-R

Good morning Julie,

I apologize for having the email listed incorrectly. I'm sorry you had to call to get it straight but | appreciate you doing it
as this registration is really important to our company.

My regulatory person is actually in transit to Germany right now so | can’t reach him but I will track down our consultant
and get back with you as soon as possible. 'm sorry it was not done properly. It does not seem that complicated and
between our people and the consultant we sure should have been able to get it correct. | will get with the consultant
and get the letter done right away.

Best regards,
Bob
402 215 5502

From: Breeden-Alemi, Julie [maifto:Breeden-Alemi.lulie @epa.gov]
Sent: Thursday, September 29, 2016 8:12 AM

To: bob@scharfl.com

Cc: Bacon, Laura <Bacon.Laura@epa.gov>

Subject: File Symbol: 92334-R

Good morning, Bob,
Thank you far confirming your email address for me this morning.

Can you please tell me how you are addressing CRP for the new product: File Symbol 92334-R? | can’t find a CRP
Certification letter included in the package or anything on the Data Matrix. Please let me know if I'm missing something.

The following information should be included in a letter of Certification:

The actual CRP studies do not nced to be submitted. but for each package configuration tested, the
certification letter needs to include:
- The product name and EPA registration number
- Whether CRP is voluntary or required for the product
- Which package is associated with the CRP test data;
o A description of the package tested including a photograph of the package (including
closure model and size, material specification, package color, Manulacturer, ASTM
classification, size package tested with, and fill volumes);
- If you are employing any bridging rationales to cover certatn packaging configurations.
please explain.
- For the SAUE Testing,
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o The directions on the package uscd for Senior Adult Usc Effectivencss (SAUE) Testing

along with any additional directions provided to the Scniors during SAUE Testing

o Number of seniors tested

o Percent able to open the package after the initial 5 minutes

o Percent able to open the package in the next one-minute trial
- For the CRE Test,

© The number of children tested

¢ Define thc number of units that rcpresent a child failure

o The number of units a child receives at the beginning of the test

o The number of failures
- The CRP certification statement: | certify that the packaging used for this product meets
the standards of 40 CFR 157.32 including the revised standards in 16 CFR 1700.15(b)
when tested by the revised testing procedures tn 16 CFR 1700.20 as published in 60
FR 37710 (July 21, 1995).
- Sign and datc this certification on company leticrhead

Thank you!
Julie

Julie A, Breeden-Alemi, DVM

U.S. Environmental Protection Agency
OCSPP/OPP /RD/ IVB1
Breeden-Alemi. Julie@epa.qov

Phone: 703.347.0511
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Breeden-Alemi, Julie

From: Backus, Byron

Sent: Wednesday, October 12, 2016 2:40 PM
To: Breeden-Alemi, Julie; Fry, Meridith
Subject: 92334-R

i missed the obvious. On page 4 of the data matrix dated 04/20/2016 the registrant cited the study in MRID
42178309. All the companion animal safety study data requirements have been satisfied.
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PED T UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

: & WASHINGTON, D.C. 20460
&

KPS o OFFICE OF CHEMICAL SAFETY
ry ; Y
L pr® AN IPOLLUTION PREVEN] ION

A ERGY

ArOHAY

WFFICE OF 'PLSTICIDE FROGRAMS
REGISTRATION DIVISION {2505}

February 27, 2013

MEMORANDUM:
Subjeet: Name of Pesticide Product: K9 ADVANTIX PLUS 10
EPA Reg. No. /File Symbol: 11556-141
DP Barcode: DP 407747
Decision No.: 473235
Action Code: 360
PC Codes: 129099 (Innidacloprid: 8.80%)
109701 (Permethrin: 44.00%)
129032 (Pyniproxyfen: 0.44%)
From: Byron T. Backus, Ph.D., Toxicologist

Technical Review Branch
Registration Division (7503P)

To: Linda DeLuise/Richard Gebken RM 10
Insecticide Branch
Registration Division (7505P)
Repistrani: BAYER HCALTHCARE LLC

FORMULATION FROM LABEL:

Active Ingredicnt({s); by wt.
129099 Imidacloprid 8.80%
109701 Permethrin 44.00%
129032 Pyriproxyfen 0.44%
Other Ingredients: 46.76%
TOTAL 100.00%

ACTION REQUESTED: “Spot-on label in response to Lois’s letter dated 9/30/11. Please evaluate
CASS data base to determine minimum weight range. Label and transmittal document enclosed.”

58
42

)‘l.
. ."r.f

)
—_—



BACKGROUND: The registrant is proposing a revision of the weight and age restriction statement.
According to the attachment: “The minimum weight was determined from the EPA-accepted
Companion Animal Salety studies for this product.” The proposed label statement is: “Do not apply
1o dogs weighing less than 3%, Ibs.” The dosage rate is 0.4 mL/application.

COMMENTS AND RECOMMENDATIONS:

1. According to our records, the companion animal safety study in puppies data requirement for this
product was satisfied by bridging from between two studies, MRIDs 45097101 and 45563003,
both using 7 week old puppies. The study in MRID 45097101 was conducted on an Imidacloprid
(9.1%) + Pyriproxyfen {0.9%) formulation, which had been previously classified as acceptable
(TXR 5001580, TRB memorandum dated September 8, 2000) with a 1X dosage rate of 0.4
mL/puppy. The study in MRID 45563003 was conducted on an Imidacloprid (8.84%) +
Permethrin (43.73%) formulation and had been previously classified as acceptable (TXR 3002455,
TRB memorandum dated June 28, 2002).

rJ

In the study in MRID 45097101 2.0 mL (5 X 0.4 mL) of test material was topically applied to
each of 14 Group A puppies on Days 0, 7, 14 and 21. On Day -1 the mean weights 4 S.D. of
Group A puppies were the following (as calculated from data on p. 28 of MRID 45097101):
males: 3.44 £ 0.39 1bs; females: 3.06 + 0.45 1bs; combined sexes: 3.25 + 0.45 lbs.

3. In the study in MRID 45563003 2.0 mL (5 x 0.4 mL) of test material was topically applied to each
of 12 Group B puppies on Days 0, 7, 14 and 21. On Day 0 the mean weights = S.D. of Group B
puppies were the following (calculated from data on pages 38-39 of MRID 45363003): males:
2010 % 360.7 (+4.43 £ 0.80 Ibs): females: 1643 = 164.9 (=3.62 £ 0.36 lbs); combined: 1827.5 %
328.4 g(=4.03+£0.72 lbs).

4. Based on the Day 0 mean body weights of the puppies in the study in MRID 45563003 TRB
concludes that the appropriate statement is: “Do not apply to puppies weighing less than 4 lbs.”
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Discussion of Claims for registration 92334-R Evergreen Spot on for Dogs

1)
Claim:

[Compare to KSAdvantix® Il for Dogs, contains same active ingredients* {or)
Contains same active ingredients as K9Advantix” Il for Dogs*

*This product is not manufactured or distributed by Bayer, the maker of K9Advantix" Il.
K9Advantix" Il is a registered trademark of Bayer.]

Comment Julie Breeden:

This type of comparison claim can only be made if the Active Ingredients and the % of those
Active Ingredients are the same.

Answer Olaf Honsen:
Julie,

this is very hard to understand and to accept for us and | hope | can persuade you that our
product can be compared to K9Advantix II.

First of all, we had a pre-registration meeting with EPA on March 10, 2016, and it was agreed
that our product can be compared to KSAdvantix Il and that we were allowed to cite all
toxicological and efficacy data of Bayer.

The reason why our product is comparahle to K9Advantix Ii is very simple. We apply the
same active ingredients in the same amounts as K9Advantix 1.

Rllotw YO | ///0/’?

A distrsrcd a7 TUE P itz
Ifad/1+
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Table 1: Dosage comparison K9Advantix Il / Evergreen Il

y EVERGREEN Il

K9Advantix Il 92334-R
Active concentration
(Weight/Weight)
Permethrin 44% 35.6%
Imidacloprid 8.8% 7.12%
Pyriproxyfen 0.44% 0.36%
Active concentration
(Weight/Volume)
Permethrin 50% 41.67%
Imidacloprid 10% 8.34%
Pyriproxyfen 0.5% 0.42%
Application volume 1.0 ml / 10kg 1.2 ml/ 10kg
Active dosage
Permethrin 50 mg/kg 50 mg/kg
Imidacloprid 10 mg/kg 10 mg/kg
Pyriproxyfen 0.5 mg/kg 0.5 mg/kg

As you can see in table 1 with Evergreen Il and KSAdvantix Il the identical amounts of actives
are applied to the dog. That means that each of the dose tubes carry the identical amounts
of actives.

The dosage for Permethrin is 50 mg/kg b.w., for Imidacloprid it is 10 mg/kg b.w., and for
Pyriproxyfen the applied amount per kg body weight is 0.5 mg.

The claim says: Compare to K9Advantix" || for Dogs, contains same active ingredients* (or)
Contains same active ingredients as K9Advantix” |l for Dogs*.

Evergreen fulfills this claim as Evergreen Il contains the same active ingredients. And in
addition to that we even apply the identical amounts of actives on the dog.

From a veterinarian or a customer point of view it is not important which percentage a
product has, it is important which dosage is applied to a dog. | hope you can agree to this. If
you have the same concentration on the label (given weight/weight), it is not guaranteed
that you apply the same dosage. The dosage depends on the solvent system and if the
density is different from the originator, the applied dosage is different {even with the same
concentration on the label).

| hope you can follow my argumentation and 1 hope that you will change your opinion, so we
are able to use this very important claim for us. If you want to discuss this claim on the
phone, | would be happy to call you.

7%
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2)

Original Claim from the Hazards to Domestic Animals section:

Do not use on puppies under seven weeks of age or weighing less than 4 |bs.
Comment Julie Breeden:

This warding excludes dogs that weigh less than 4 1bs. in general.

Rephrase to include dogs that are over seven weeks of age, but under 4 Ibs. Something like
this works: Do not use on dogs or puppies under seven weeks of age or weighing less than 4
ths.

Our gnswer:

This is our proposal:

Do not use on dogs or puppies under seven weeks of age or weighing less than [4 Ibs] [11
Ibs] [21 Ibs) [55 Ibs).

3)
Several 1-800 numbers:

Julie, there will be an appropriate 1-800 number on each package. As we anticipate having a
number of different supplemental distributors, each with their own 1-800 number, at this
time providing only one 800 would not be correct

4)
Original Claim:
Side effect section:

Side effects, although rare, may include signs of skin irritation such as redness, scratching, or
other signs of discomfort.

Julie Breeden questian:

ts there a quantified definition for rare here?
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Our answer:;
We are not aware of an official definition of the term “rare”. The Bayer label states:

Side effects, although very rare, may include signs of skin irritation such as redness,
scratching, or other signs of discomfort.

So, we have used the wording from the cited label.

5)
Claim:

Evergreen |l Spot On for Dogs is waterproof and will remain effective even after a shampoo
treatment, after swimming or after exposure to rain or sunlight.

Julie Breeden comment:

| know it isn't on the cited label either, but consider the following questions? If | put this
product on my dog 2 hours before he goes swimming, does the product remain effective? If
my dog goes swimming in a lake and then receives a bath 6 hours after application, is the
product still effective? Unqualified waterproof statements are under discussion... just a
heads up that the topic will likely come up again in the future.

Olaf Hansen comment:

| know exactly what you mean, Julie. | don’t know if you know that | am one of the inventors
of K9Advantix Il and | have always argued with my colleagues, that efficacy may decrease if a
dog goes swimming or got shampooed. But | was in R&D and my former Marketing
colleagues saw this differently. Nevertheless Bayer {and myself} did the clinical studies and it
was shown that efficacy did not decrease in those studies.

But: We will keep this in mind and once you will inform Bayer and many other companies
that sell parasiticides, we’ll change this claim accordingly.

From a chemical perspective, just using water to remove the active ingredients which are
lipophilic and not very water soluble from the skin and/or fur will not be very effective.
Once the active ingredients spread, a dog could probably swim until his legs fall off, and the
water alone will not remove the active ingredients and consequently affect the efficacy.
However, if a surfactant such as those present in shampoos is used to try to remove the
active ingredients, there will be more success. How successful this process will be will
probably depend on many, many factors, such as the chemical nature of the surfactant, how
vigorously the dog is shampooed, how long is the dog shampooed, the nature of the dogs
skin and fur, how much active ingredient was present at the time of shampooing {was it
shampooed 2 days after treatment or 25 days after treatment), etc., etc. There is probably
no way to design one study to answer all the possible questions that can be asked. The
current requirement does demonstrate that if a dog swims or is shampooed in a normal
manner, the product is still effective. In actuality, the shampoo process might remove a few
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percent of the active ingredients, but this is not encugh to demonstrate a difference in
efficacy, particularly as many products are intentionally formulated to perform greater than
30 days, such as for 35 — 42 days to ensure complete monthly control.

6)

[How to apply direction for aluminum/plastic tube container:]

lulie Breeden gquestion:

Is there any kind of difference between the aluminum vs. plastic tube types that could affect
any degree of CRP?

Our answer:

This product does not need to be packed in a Children Resistant Packaging, and is not being
packaging in CRP containers .

Additionally we would like to add this below icon to the “How to Apply” section:

[Note to reviewer: A dog icon that shows the application may be added to this section "how to
Apply”]
/ so

This dermal application icon should be another point to increase safety of this product.

7)

Discard empty tube as described in Storage and Disposal.
dulie Breeden question:

section found where?

Answer:

The Storage and Disposal section is right below this paragraph.
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8)
Do not retreat more than once every week.
Julie Breeden question:

This is on the cited label, but here is a question that speaks to safety and prevention of
misuse: How many times can a consumer apply the product once every week before a toxic
effect is seen?... weekly for 4 consecutive weeks? up to 8 consecutive weeks?

Our answer:

For retreatment intervals, the general rule the Agency (Dr. Byron Backus) has used is that
retreatment cannot be done earlier than one month unless the registrant has safety data to
demonstrate safety at retreatment earlier than one month. Previously in many safety
studies, the animals were treated once a month for muitiple {usually 3) months. Particularly
when there was no concern about the safety of the product, the safety studies could be
shortened by retreating the animals at shorter intervals than once a month. For example,
animais might be treated once a week for 3 weeks instead of once a month for 3 months;
this shortens the in-life portion of the study dramatically, in addition to demonstrating safety
at a shorter retreatment interval. Where these data at retreatment intervals of less than 4
weeks demonstrating safety are available, EPA granted a shorter retreatment interval.

For this product, the safety data are the same safety data used for the registration of
K9Advantix. Further, KS9Advantix !l has been on the market for over 10 years and it is
considered as a very safe product for dogs. Otherwise it wouldn’t be so successful.

Our product was able to cite all toxicological data from the Originator, therefore we used of
course the wording from the cited label.

9)
-

+ [6-Way Protection] [image or icon of flea, flea eggs, tick, mosquito, biting fly, lice]
» Prevents & Kills: Biting Flies and Lice s —~ = .
S r Proabe bvomy Fla c;qq.;u,)

Neo kulz bbr 1w g '

Julie Breeden comment:

The 5-way claim as noted on the cited label would be acceptabie. Claims don't aliow for kills
biting flies. What icon would you plan to use for biting flies as opposed to the other pests
where kills claims are on the label?
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Olaf Hansen comment:

As there are 6 icons it should be possible to say 6-Way Protection. This is the truth and it
should be possibie to say this. The cited label says also 3-way and 5-way depending on the
claims they put after this phrase, so it should be possible that we are allowed to say 6-way as
long as we tell the truth. The sixth additional icon are just flea eggs, which are an official

claim.

Sorry for overseeing the killing claim against Biting Flies. | have not realized that there is no
killing claim. | have deleted all killing claims against biting flies.

Please find below the icons we want to use for the six-way protection claim:

W B /’N&é& [ ]

@Mwé;m g VS - Ot #
c;--(lx ;.'J..-—ﬂj /u/—&ék} L}Jh"f‘ }"’...c,lc, /NG ’t‘_(r’ mm
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

\*‘1&0 Brﬂ.
£ Ti OFFICE OF
5 z CHEMICAL SAFETY AND
3 M ¢ POLLUTION PREVENTION
B i

Ay mf_
SIMILARITY CLINIC MEMORANDUM:

June 2, 2016

Subject: EVERGREEN II SPOT ON FOR DOGS
EPA File Symbol: 92334-R
DP Barcode 433530
Action Code: R315
PC Codes: 109701 (Permethrin: 35.6%)
129099 (Imidactoprid: 7.12%)
129032 (Pyriproxyten: 0.36%)

,.-'-"_“'\
From: Byron T. Backus. Ph.D., Toxicologist (3 L}A—(\\ O '_"L—S
CITAB S 7_ Lol b
Registration Division (7505P) !
Through: John Redden, M.S., Senior Risk Assessor 1 ¢ 7
CITAB b
Registration Division (7505P)
To: Meredith Fry RM 04
Invertebrate-Vertebrate Branch |
Registration Division (7505P)
Applicant: EVERGREEN ANIMAL HEEALTH, LLLC
FORMULATION FROM LABEL.:
Active Ingredient(s): % by wi.
120099 Imidacloprid. .. ... s 7.12%
L0070 T PormIC B i, e e 35.60%
L2003 Py prOX Y . i e (0.36%
OO INETEUIEIIES: « ittt e ettt et e e e b e s et bateens 56.92%
TOTAL: 100.00%

BACKGROUND: The registrant is claiming similarity to two products, EPA Reg. Nos. 11556-116
and 11556-141. EPA Reg. No. 11556-116 has a label declaration of 9.1% imidacloprid as sole active
thgredient. while 11556-141 has a label declaration of 8.8% imidacloprid, 44% permethrin and 0.44%
pyriproxyfen. The registrant’s rationale for a claim of similarity to 11556-116 apparently is based on
one or more of the inerts present in 92334-R.
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According to the data matrix (dated 04/20/2016), the registrant is citing the following acute toxicity
studies: MRIDs 470143-08 and 436796-01 (acute oral LDso); 470143-06 and 436796-02 (acutc
dermal LDsg); 470143-07 and 436796-04 (cye trritation); 470143-04 and 436796-05 {dermal
irritation); and 470143-03 and 436796-06 (dcrmal sensitization).  The registrant has submitted a
waiver request (MRID 498978-05) for the acute inhalation [.Csg requirement. In addition. the
registrant is citing the following MRIDs to satisfy the 870.7200 data requirements: 470143-09;
455630-03: 450971-01; 440998-01: 436796-07: and 436796-08 and 450971-02,

COMMENTS AND RECOMMENDATIONS:

1.

r2

5.

According to OPPIN Query MRIDs 470143-03. -04, -06, -07 and -08 were used 1o support 11556-
141, while MRIDs 436796-01, -02, -04. -05 and -06 were used to support 11536-116.

After comparing the CSF (dated April 19, 2016) for 92334-R with the CSk's for 11556-116 and
11556-141, and taking into consideration the inerts and solvents in 92334-R, CITAB concludes
that 92334-R is toxicologically similar to 11556-141.

The studies in MRIDs 470143-03, -04, -06, -07 and -08 have been previously reviewed (TRB

memorandum dated June 6, 2007 for 11556-RUR). The followinyg is a partial acute toxicity
profile for EPA Reg. No. 11356-141, based on the results of these studics:

Acuie oral toxicity 111 Acceptable  MRID 47014308
Acute dermal toxicity v Acceptable  MRID 47014306
Primary eyc irritation Il Acceplable  MRID 47014307
Primary dermal irritation 1 Acceptable MRID 47014304
Dermal sensitization Negative Acceptable  MRID 47014303

The material received includes a waiver request (MRID 498978-05: Waiver Request of
Requircment for Further Testing for Acute Inhalation Toxicity for Livergreen Spot on for Dogs).
It 1s noted that the product is packaged in small quantities (0.48-4.8 mL) in sealed, single-use
application tubes; the active ingredients arc nonvolatile: and application does not result in
respirable particles. In addition, the test article is designed to adhere to treated animals for
¢fficacious conirol of the target pests.

CITAB concludes that a waiver from the requirement of an inhalation study on this formulation is
appropriate, with assignment of this product to toxicity category 1V by the inhalation exposure
route.

Based on the considerations indicated above, the following is the acute toxicity profile for 92334-
R:

Acute oral toxicity 11 Cited MRID 47014308

Acute dermal toxicity v Cited MRID 47014306

Acute inhalation toxieity v Waived MRID 49897805

Primary eye irmtation 1 Cited MRID 47014307

Primary dermal irritation II Cited MRID 47014304

Dermal sensitization Negative Cited MRID 47014303
2
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6. Based on the acute toxicity profile given above, the following is the precautionary and first aid
labeling for 92334-R, as obtained from the Label Review System:

PRODUCT ID #: 092334-00001
PRODUCT NAME: EVERGREEN II SPOT ON FOR DOGS

PRECAUTICNARY STATEMENTS
SIGNAL WORD: WARNING

Hazards to Humans and Domestic Animals:

Causes substantial but temporary eye injury. Harmful if swallowed. Do not get in eyes or on skin or clathing.
Wear protective eyewear (goggles, face shield, or safety glasses). Wash thoroughly with soap and water after
handling and before eating, drinking, chewing gum, using tobacco or using the toilet. Remove and wash
contaminated clothing before reuse. Wear long-sleeved shirt and long pants, sacks, shoes, and gloves.

First Aid:

If in eyes:
-Hold eye open and rinse slowly and gently with water for 15-20 minutes,
-Remove contact lenses, if present, after the first 5 minutes, then continue rinsing.
-Call a poison control center or doctor for treatment advice.

If swallowed:
-Call a poison control center or doctor immediately for treatment advice.
-Have person sip a glass of water if able to swallow.
-Do not induce vomiting unless told to by a peison control center or doctor.
-Do not give anything to an unconscious person.

If on skin:
-Take off contaminated clothing.
-Rinse skin immediately with plenty of water for 15-20 minutes.
-Call a poison control center or doctor for treatment advice.

Have the product container or label with you when calling a poison control center or doctor or going for
treatment. You may also contact 1-800-xxx-xxxx for emergency medical treatment information.

7. The acute toxicity data requirements for the registration of 92334-R. Evergreen I Spot On for
Dogs, have been satisfied.

8. The label specifies the following tube sizes: 0.016 fl. oz. (0.48 mL); 0.041 {l. oz. (1.2 mL); 0.101
fluid oz. (3.0 mL); and 0.162 f1. oz. (4.8 mL), which are respectively associated with the
following weight treatment ranges: 4-10 Ibs; 11-20 lhs; 21-55 Ibs; and over 55 Ibs. The registrant
is citing the following MRIDs to satisfy the §70.7200 data requirements (and application rates):
470143-09; 455630-03; 450971-01; 440998-01; 436796-07; and 436796-08 and 450971-02.

9. The study in MRID 470143-09 was reviewed by TRB (June 6. 2007 memorandum for 11556-
RUR). The following is from the executive summary:
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In a companion animal safety study (MRID 47014309). vbvo groups. each containing 6 male and 6

Jemale adwelt (1135 10 12 12 manths old) beugle dogs (Day -1 weights: males: 6.446 - 9.914 kg:
Sfemales: 6,495 — 9438 kg) were treated at a Sx fill volume/upplication (for dogs weighing 11-20

ths the dose volume is 1.0 mL, or the amount that can be squeezed from an application tube; the

fitl volume for that tube is 1.03 ml, so cach dog received 5 x 1.03 mL or 5.25 mL; likewise, dogy

weighing 20-53 ibs were treated with 3x the fill volume of 238 mL or 2.9 ml). Dogs in the
control group received an application of mineral oil, while dogs in the Jx test material group
were dosed with the Imidacloprid-Permethrin-Pyriproxifen formulation as proposed for
registration. Dogs were treated on Days 0, 7, 14 and 21 (label instructions specify once-a-month
dosing, so the cumulative dose of the 5x group over a 21-duy period wus 20x the normal use
eXPOSHIe).

All dogs survived and there vwas no indication of any effects on body weight or food consumption.
No newrological effects, abrormualities or any other indications of toxicify were obscrved.
Sporadically statistically significant differences in hematology and‘or clinical chemistry
parameters vwere not biologically relevant, and values were generally within the historical conirof
ranges of the performing laboratory. Overall, there were no indications of uny effects on
hematology or clinical chemistry parameters.

This study is classified as Acceptable as « companion animal safety study (OPPTS 870.7200) for
adult dogs, and demonstrates a greater than 3.X margin of safely for the proposed use of this

Jormulation on adult dogs.

The study in MRID 470143-09 supported the {ollowing Advantix I1 registrations: 11536-141 (for
small dogs weighing 4-10 lbs with a dosage rate of 0.014 1. oz. or 0.4 mL); 11556-142 (for
medium dogs weighing 11-20 Ibs with a dosage rate of 0.034 (1. oz. or 1.0 mL; 11556-143 (large
dops weighing 21-55 tbs: with a dosage rate of 0.084 1. 07, or 2.5 mL}); 11356-144 (extra large
dogs weighing >355 1bs with a dosage rate of 0.135 f1. 0z. or 4.0 mL). All four products have label
declarations of 8.8% Imidacloprid, 44% Permcthrin, and 0.44% Pyriproxyfen. The proposed
product has a label declaration of 7.12% Imidacloprid; 35.6% permethrin; and 0.36%
pyriproxyfen: these are (respectively) 80.9%. 80.9% and 81.8% of the declarations on the
Advantix products. Comparing the proposcd dosape rates for 92334-R with those ol the Advantix
products (dogs weighing 4-10 lbs: 0.48 mL vs. 0.4 mL, or 1.2X: 11-20 Ibs: 1.2 ml vs. 1.0 mL, or
1.2x: 21-35 Ibs: 3.0 mL vs. 2.5 mL, or 1.2X; >55 ibs: 4.8 mL vs. 4.0 mL., or 1.2X} indicates they
would be dosed at 97.09% of the imidacloprid and permethrin, and at 98.16% of the pyriproxy{en
rates of the Advantix products.

The study in MRID 45563003 supported the following Advantix registrations: 11536-132, -133,
-134 and -135: all with declarations of 8.8% imidacloprid and 44.0% permethrin (no
pyriproxyien). The lollowing is from the exccutive summary of a TRB review for | [556-132
dated June 28, 2002:

In a companion animal safety study (MRID 45563003) Imidacloprid (8.84% w/w) and Permethrin
(+3.73% why) Topical Solution (Lot No, A-0F-048-G8O4-01-02-11), containing 100.8 mg of
imidacloprid and 498.5 mg permethrin per ml, was dermally applied as a single 2 mL (53X the
proposed use dosage rate of 0.4 mL) dose to the dorsal cervical area of each puppy in a group of
6 muale and 6 female young (< 7 weeks ofd at initiation of dosage) on days 0. 7, 14 and 21. (The
proposed X rate is 0.4 mL for dogs und puppies weighing < 10 ths; 1.0 mL for dogs weighing
H-20 Ths: 2.3 mL for dogs weighing 21-33 Ibs, and 4.0 mL for dogs weighing > 55 1bs.) A4 second
4
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fcontrol} group of 6 male and 6 female dogs of the same age received un application of 1.0 mi.
vehicle (formulation without active ingredients) on days 0, 7, 14 and 21.

For test group males on day 1} individual doses ranged from 9314 mg test substance (82.3 myg
Imiducloprid and 407.3 mg Permethriniskg 1o 1614 mg test substance (142.7 mg Imidacloprid und
793.6 mg Permethrin)’kg. In test group females individual doses on day 0 ranged from 1220.6 mg
test substance (107.9 mg Imidacloprid and 333.7 mg Permethrin) kg to 15811 mg test substance
(139.8 mg Imidacloprid and 691.4 mg Permethrinykg. Onday 28 in the treated group maley
individual doses ranged from 636.0 mg test substance (56.2 mg Imidacloprid and 2781 mg
Permethrin). kg 10 1108.4 myg test substance (98.0 mg Imidacloprid and 484.7 mg Permethrin) kg
In the treated group females individual doses on day 28 ranged from 807.7 mg test substunce
(71.4 mg Imidacloprid and 353.2 mg Permethriny kg to 1301.4 mg test substance (115.0 mg
Imidacloprid and 369.1 mg Permerhrin)/kg,

Clinical observations were conducted hourly for 4 hr following each treatment; on other davs
each puppy was observed at feast twice a day.

The report states that there was no evidence of adverse or irreversible clinical signs demonstrated
by the puppies on the days of dosing or at other times during the study, and that the test substance
and vehicle were well retained within the haircoat,. However, while the report states (p. 26 of
MRID 453563003) that: " Food consumption was not considered to have been influenced by
compound administration (females or males) during the course of the study " mean food
consumption for the 3.X puppics on duy | was considerably lower than that for their controly
(food consumption data for both 3X and controls are for combined males and females); 323.75 g
vs. 47823 g On day 8 mean food consumption for the 3N puppies was 380.23 g vs. the control
value 0f 686.25 g The food consumption differences on days 1 and 8 (day 1: 3\ animalys
consumed 32.3% lesy food per pup than their controls; day 8: 35X puppies consumed 28.4% less
Jood per pup than their controls) were the largest daily differences observed during this study.
There was also a somewhat lower food consumption in the period from day 14 to day 16,
although this was not as pronounced as those following the first two application treatments. There
is no evidence that there was lower food consumption in the SX puppies following the fourth (day
21) application treatment, It is also noted that 3X puppies recovered their appetites by the third
day after each treatment,

There was a clustering of soft or mucoid red feces on day 20, In addition, red mucoid feces were
noted in some of the puppies during the first four days of the study which vwere confirmed by fecal
faration as a mild, subclinical coccidiosis, and all puppies were treated with Tribrissen, 60 mg,
sid for three days starting on day 4. Another puppy received a dose of kaopectate on day 3.

There wus no evidence of any other audverse effect in these puppies. Sporadically statistically
significant differences benwveen groups with respect to hematology and clinical chemisiry
paramelers were not biologically significant (values were still within the normal range, or mean
values were skewed by the value from puppy DM1102),
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13.

Iris noted that not « v these puppies treated at a 3\ si - -z application rate, but
that they were also given Jour J.X treatments in a 21-day period (as the label specifies once-
a-month treatment at the 1X label, these puppies then received a cumulative of 20X the
monthly dose specified on the fabel).

This study generally followed the pertinent guidelines for a companion animal safety study
(OPPTS 870.7200).

The study is classified as Acceptable in demonstrating an adequate (approximately 3X in
terms of overt symptoms) margin of safety. While treated puppies did not eat as nuch as
their controly following on days | and 8 following applications of the test material on days
0 and 7, their food consumption recovered in a day or so, and there was little or no
evidence of any reduction in food consumption following the third and fourth applications
of the test material.

In a TRB memorandum for 11556-132 dated June 17, 2013, the following was stated:

According to our records, the companion animal (7 week-old puppy) safety study data
requirement for this product was satistied by the study in MRID 45563003). The study in
MRID 45563003 was conducted on an imidacloprid (8.84%) + Permcthrin (43.73%)
lormulation and has been classified as acceptable (TXR 5002455, TRB memorandum dated
June 28, 2002).

In the study in MRID 45563003 2.0 mL (5 x 0.4 mL) of test material was topically applied
o each of 12 Group B puppics on Days 0, 7, 14 and 21. On Day 0 the mean weights = S.D.
of Group B puppics were the [ollowing (calculatcd trom dala on pages 38-39 of MRID
45563003): males: 2010 + 360.7 (= 4.43 + 0.80 Ibs); [emales: 1645 = 164.9 (=3.62 = 0.36
Ibs); combined: 1827.5 £+ 328.4 g (=4.03 £ 0.72 lbs). Taking the 4 malc and 4 female least
weight puppies would give a mean weight of 1697 £ 251 g (= 3.74 £ 0.55 1b).

Based on the Day 0 mean body weights of the puppies in the study in MRID 45563003
TRB concludes that the appropriate statcment is: “[Jo not apply to puppies weighing less
than 4 Ibs.”

The study in MRID 45097101 was reviewed by TRB (September 8, 2000 memorandum for
11556-125). The following is from the executive summary:

In a companion animal safety study (MRID 43097 101), Advantage Plus" for Dogy (Active
Ingredients: 9.1% Imidacloprid whe; 0.9% Pyriproxyfen wav) was applied topically at o
dose of 2.00 mLpuppy (53X the label specified dose of 0.4 mlL puppy for puppies =210 1bs) to
a group of 7 male and 7 female beagle puppies, seven wecks of age at the time of first
reatment. Individual weights of the puppies in the reatment group ranged from 2.54 to
400 1bs (1.15-1.82 kg) on duay -1. Controls (7M. 71 weight range: 2.49-5.03 [hs: 1.13-2.29
kg) were dosed with the vehicle alone at a dose of 2.0 mLpuppy (5.6.X the volume of the
vehicle present in the specified dose). Both groups were treated on study days 0, 7, 14, and
24, The recommended label dose is once a monith. However, the labeling for theye
products includes the statement: “If re-treatment becomes necessary earlier than four
weeks, do not re~treat more than once weekly. ™ h

6
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There were no deaths during the study. Following all treatments, a rough hair coar
condition af the application site was noted on 3-14 puppies of both groups. and whire
powder was occasionally noted at the application sites; however, there were no signs of
irritation. One puppy from the test substance group was found (o have ocular discharge
and “crusty patches " an its ventral abdomen, by the lip and under each eye on study day
36. The puppies completed treatment for coccidiosis on study day -8, During the
remainder of acclimation, in the test substance group there were two observarions of loose
Sfeces with mucous and five observations of diarrhea, with or withont mucous or red colored
micous, exhibited by four animals. In the vehicle control group. there were hwo
observations of loose feces with mucous, exhibited by nvo animals.

The guideline states that animals should be free from infectious diseuses which counld
complicate the interpretation of study results. 1t is concluded that, while marginal {in the
vehiicle control group there were 7 observations of diarvhiea - one with blood - exhibited by
5 animals. and in the test substunce group there were 2 aobservations of diarrhea in 2
separate females, 4 observations of loose feces with mucous made on a single female on
day {4 posi-dosing, and one observation of red mucous, exhibited by a male on duy 22)
these incidences are low enough that we can consider the study not to be compromised. In
addition, the puppies had adeguate weight gains during the treatment period. Overall, it
appears that the puppies were infected when they arvived ar the laboratory but were
adequately weated. In addition, they may have been under same stress. The Agency
recognizes the difficulties inherent in conducting this type of study under these
circumstances, particularly when treatment has to be initiated when the animals are no
more than seven weeks old and there are severe scheduling constraints.

it is also noted that this formulation is similar to those of a number of existing registered
products, except for the addition of 0.9% pyriproxyfen for ¢fficacy against flea eggs.
Pyriproxyfen is known to have extremely low toxicity (hoth acute and chronic) to
mammalian species.  In addition, the proposed products which this study is supporting
contain 0.46%% pyriproxyfen, rather than 0,9%.

Despite the fact that the puppies may not have been entirely free of infection. und despire
some deficiencies in the reporting of the duta, the study is classified ay Acceptable as a
companion animal safery study (OPPTS 870.7200) in puppies. The lack of any indications
of a consistent toxicological response following exposures (u 1otal of 4) 1o 3.X label-
specified use applications of the test material indicates that an adequate safery margin
exists for this formulation and its proposed use on puppies 7 weeks of uge and older.

The study in MRID 44099801 was reviewed by HED (TXR 0012322, sign-off date
9/24/97). The following is {rom the exccutive summary:

In a domestic animal safety study (MRID # 44099801), six 7 week-old puppies/sex were treated
with Advantage™ (9. 1% imidacloprid) at 5X the recommended use rate (2.0 il if < 10 Ibs; 5.0 ml if
> {0 lbs} ar weekly intervals for eight treatments. Six puppies/sex were treated with the vehicle
control at the recommended use rate (0.4 mi if < [0 1bs; 1.0 ml if > 10 Ibs) ar weekly intervals for
cight treatments. There was no evidence of treatment-related toxicity in dlinical signs or clinical
pathology parameters. All animals gained weight during the study. It was demonstrated that 7 week-

7
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16.

17.

old puppies can tolerc.  dv  f 5X the recommended use rate,

The study is considered acceptable and satisfies the draff guideline requirements (81-6) for a domestic
animal safery study.

The study in MRID 43679607 was reviewed in HED (TXR 0011821, 03/05/96) with the
following summary:

Nine adult dogs of mixed breed (3 males, 6 Jemales, one male and two females/group) were
dermally exposed to Imidacloprid, 10% Spoi-On. Dose levels were 30 mg/kg/day x 1 day,
and 30/mg/kg/day x 3 days. Conlrols received placebo (formulation less active ingredient)
al S0/mgrkg/day x 3 days. Animals then were observed for 14 days.

No major reatment related dermal, clinical signs. body weight effects or clinical chemistry
changes were observed. Necropsy was not done due to lack of toxicosis. The study
demonstrates that adult dogs can tolerate up 50 mg/kg without significant reactions.

This acute dermal study is classified as Acceptable when combined with another study, and
satisfies the requirements for a domestic animal study in the dog, 18 1b (8 kg) body weight
and above. The number of animals/group is too small and not in keeping with general study
practice. However, when data are combined with the companion study in the dog (MRID
43679608), the information is considered usefil.

The study in MRID 43679608 was reviewed in HED (TXR 0011821, 03/05/96) with the
following summary:

I8 adult dogs of various breeds (3 males and 3 femules / group) were dermally exposed to
Imidacloprid, 10% Spot-On formulation at seven-day intervals for a total of eight
treatments. Dose levels were 10 or 50 mg/kg. Controls received placebo (formulation less
active ingredient) at 30/mgrkg.

No major treatment related dermal, clinical signs, body weight effects or clinical
chemistry/hematology were observed. Necropsy was not done due to lack of toxicosis. The
study demonstrates that adult dogs can tolerate up 1o 50 mg/kg of the active ingredient
without significant reactions. Inadequate testing was done in dogs less than four months
old.

This repeated dose dermal study is classified as Acceptable and satisfies the requirements
Jor a General Safety Evaluation for Topical Use (86-1) in the dog.

The study in MRID 45097102 was reviewed by TRB (September 8, 2000 memorandum for
11556-125). The following is from the executive summary:

In a companion animal safety study (MRID 45097102) with adult beagles (ages ranging

Jrom I year and 3 months to 6 years), Advantage Plus® for Dogs (Active Ingredients: 9.1%

Imidacloprid w/w; 0.9% Pyriproxyfen w/w) was applied topically at dose volumes of 5.0

mL for dogs weighing 1 [-20.4 Ibs and 12.5 mL for dogs weighing 20.5-35 1bs. (five times the
8
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recommended dose, g1 w of 6 male and 6 female dogs. ht iy were consistently
dosed with 12.3 mL of the fjormdation‘application, and four were consistently dosed with 3
mlL/application. Controls were dosed with the vehicle at dose volumes of 3.0 ml for dogs
weighing 11-20.4 1hs und {2.5 mL for dogs weighing 20.5-53 Ibs. (3.6 times the volume of
the vehicle present in the recommended dose). Five dogs were consistently treated with
12.5 mL vehiclesapplication, five were consistently dosed with 5 mil‘application, und two
dogs received 12.5 ml application for the first, second and fourth applications. and 3.0
ml-application for the third application. Dogs were treated on study days 0, 7, 14 and 21

There were no deaths during the study. The dogs received no concomitant medication or
therapy during the treatment period. The most prominent clinical sign was a rough
appearance of the hair couts on dogs from both groups following treatment and lasting for
up 10 36 hours; hovwever, there were no signs of irritation ar the application sites. Several
dogs from both groups, “fumped excessively due to excitement ™ on study day 21. The study
report did not indicate which dogs. Three dogs (two from the test substunce group and one

from the vehicle control group) also exhibited sore footpads on that date. These findings
Jor day 21 were not noted at any other time during the study. There were no freatment

related effects on body weights, food consumption, or clinical pathology parameters.

It is also noted that the proposed products (containing approximately 9% tmidacloprid, but
only 0.46% pvriproxyfen, rather than the 0.9% in the formulation as tested) are similar 1o
existing registered products containing 9% Imidacloprid as sole active. Pyriproxyfen iy
known to have a low toxicity 1o manmalian species.

The study is classified as Acceptable/Guideline as a companion animal safety study
(OPPTS 870.7200) in dogs. The lack of any consistent indications of «a toxicological
response following exposures (a total of 4) 1o IX label-specified use upplications of the test
maierial indicates that an adequate safety margin exists for this formulation and its
proposed use on adult dogs.

The 7-week minimum age puppy claim and the minimum weight claim of 4 Ibs arc largely
supported by the study in MRID 45563003, Howcver, this study was conducted ona
formulation containing 8.84% imidacloprid and 43.73% permethrin as active ingredients
(no pyriproxyfen). In order to completely satisfy the §70.7200 data requirements for the
use on puppies and dogs, the registrant should also cite the following study: MRID
42178309 [Chapman, E. (1991) S31183: Toxicity Study by Oral (Capsule) Administration
to Beagle Dogs tor 52 Weeks (Sumilary Technical Grade): Lab Project Number: 91/0776.
Unpublished study prepared by Life Science Rescarch Ltd. 320 p.]. This study
demonstrates that pyriproxylen has a very low toxicity to mammalian species. With this
additional study citation. the 870.7200 data requirements tor the registration of 92334-R
will have been satisfied.
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

\Fﬁr- '.r.,‘:
2 e WASHINGTON, D.C. 20460
3 b
3 5
1 ,; OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION
(‘l)ﬂ_ “"}\U QFFICE OF PESTICIDE PROGRANS
" REGISTRATION DIVISION (7305P)

Drnntaine Snanfidontisl Ducinnee infarmaatinn

DP BARCODE No.: 434007; FILE SYMBOL No.: 82334-R; PRODUCT NAME: Evergreen Il Spot On for
Deogs, DECISION No.: 518525; PC Cede(s): 108701, 129032 128099, ACTION CODE: R315; FOOD
Use: NO

DATE OUT: December 12, 2016

SUBJECT: End Use Product Chemistry Review - Evergreen it Spot On for Dogs
-Three Active Ingredients; Substantial Similarity {‘Me-Too") Claim Registration

FROM: Maria |. Rodriguez, Chemist %/ ”&‘“ L,h
Product Chemistry Reviewer i\(,_( s N \_CE 2{/{{1
AT -

CITAB/RD (7505P)
THROUGH:  Shyam Mathur, Ph. D, %/’@u\ﬁ W - b
Product Chemistry Team Leader |2 -
CITAB/RD (7505P)
TO: Julie Breeden/Kable Davis, RM #4
IV #1/RD {7505F)
INTRODUCTION:

The CITAB {Chemistry) has been asked {o determine the acceptability of supporting Product Chemistry
data submitted with this application.

Registrant. Evergreen Animal Health, LLC

Application Date: April 21, 2016

Proposed Product: Intended to be used at the nominal concentrations of 35.60% permethrin, 7.12%
imidacloprid, ang 0.36% pyriproxyfen as a spot on treatment to control fleas, ticks, mosquitos, biting flies,
and lice on dogs as listed con the proposed label

Supporting Data: Basic CSF (dated 04-19-2016), Data Matrix (dated 04-20-2016), Proposed label,
Studies with MRID Nos 498978-01, -02, -03, & -04

Claim: Substantially Similar to EPA Reg No 11556-116 (Advantage 9 Topical Solution} and EPA Reg No
11556-141 (K9 Advantix It Small Dog

45/90-Day Completeness Screen: 06-14-2016 (SMathur); NO Deficiencies Listed
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DP BARCODE No.: 434007; FILE SYMBOL No.: 92334-R; PRODUCT NAmE: Evergreen Il Spot On for
Dogs; DECISION No.: 516525; PC Code(s): 109701, 129032, 12909%; ACTION CODE: R315; FOQOD
Use: NO

SUMMARY OF FINDINGS:
1. Name(s) of Active Ingredient{s}. 35.60% permethrin, 7.12% imidacloprid, and 0.36% pyriproxyfen
2. Has the registrant claimed substantial similarity to a registered product? [X] Yes;{ ]No
-EPA Reg No 115568-116 (Advantage 9 Topical Solution)
-Contains imidacloprid, 9.1%

-EPA Reg No 11556-141 (K9 Advantix It Small Dog
- Contains 44.00% permethrin, 8.80% imidacloprid, and 0.44% pyriproxyfen

3. Al of the source materials of the active ingredients are derived from registered sources: [X] Yes; [ | No

4, All inert ingredients have been screened by CITAB (Inerts) and found to be approved for the proposed
labeled use(s): [X] Yes;[ ] No

- Inerts approved for non-food (EFertich, 05-11-2016)
5. Confidential Statement(s) of Formula (CSFs):

fX] Proposed Basic CSF: Dated: 04-19-2016
6. Product tabel:

a. Ingredient statement: Nominal concentration (NC) of Als fisted on CSF concur with product label
(PR Notice 81-2). [X]jYes;[ | No

Is the sub statement in compliance with PR Notice 87-6 (inert ingredients vs other ingredients)?
[X] Yes; [ ] No

Metallic equivalent: [ 1Yes; [ ]1No; [X] NA
Soluble arsenic: [ iYes, [ ] No; {X]NA
Isomeric ratios: [ 1Y¥es, [ ]No, [X] NA
Acid Equivalent; [ 1Yes; [ | No;, (X] NA

b. Health related sub statements: Product contains?
Petroleum distillate at > 10%: [ ] Yes; [ ] No. [X] NA
Methanol at > 4%: [ 1Yes; [ ]1No; [X] NA
Sodium nitrate/Sodium Nitrite: [ ] Yes; [ | No; [X] NA

c. Physical-chemical hazard statement: Product label requires a statement per 40 CFR §156.78 for
flammability, explosive potential or electric insulator breakdown? { ] Yes; [X] No

1s the sub statement in compliance with PR Notice 98-6 {Total Release Foggen)?
[ 1Yes;[ ] No; [X] NA

d. Label requires an additional Storage and Disposal statement; [ ] Yes; [X] No

.
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DP BARCODE No.: 434007; rILE SYMBOL No.: 32334-R; PRODUCT NAmE: Evergreen | Spot On for
Dogs; DECISION No.: 516525; PC Code{s). 109701, 129032 129099, ACTION CODE: R315; FOOD
Use: NO

7. Group A:  Product Chemistry Data — Product ldentity, Composition, and Analysis

CITAB’s
Data Assessment MRID
- Study Title Submitted of Number
Guideline "
Numb CHEMISTRY Cited
umber Data
Yes | No
830.1550 | Product [dentity & Composition A A 438978-01
498978-01
830 1600 Description of materials used to produce the X A Product Labels
product
and/or
MSDs Provided
830.1620 | Description of the production process X A 488978-01
8301650 | Description of formulation process X A 488978-01
830.1670 | Discussion on the formation of impurities X A 488978-01
830.1700 | Preliminary analysis - —eee NA NA
d ified limi
Standard certified limits X A 498978-01
830.1750 | Certified limits Proposed Limits Basic CSF
(158.350)
S . o 04-19-2016
Justification for wider limits
498978-02
830.1800 | Enforcement analytical method X A HPLC - UV
Validated

A = Acceptable; N = Not Acceplable: G = Data Gap: W = Waiver request; NA = Not applicable,
I = In Progress; U = Upgradeable




DP BARCODE No.: 434007, ./ILE SYMBOL No.: 92334-R; PRODUCT K. .JfE: Evergreen Il Spot On for

Dogs; DECISION No.: 516525; PC Code(s): 109701, 129032, 129099; ACTION CODE: R315; FOOD

Use: NO

8. Group B: Product Chemistry Data — Physicai and Chemical Characteristics

CITAB’s
Guideli Assessment MRID
Nu' ebme Study Title Value or Qualitative Description of Number
umber CHEMISTRY Cited
Data
830.6302 | Color Clear, pale yellow A 498978-03
830.6303 | Physical State Liquid A 498978-03
830.6304 | Odor Typical of organic solvents A 498978-03
Stability to normal and )
830.6313 | elevated temperatures, nA Rt ?:rfseded o contact metals NA 4983?8-03
metals, and metal ions
[ NA; not expected to be oxidized or NA
830.6314 | Oxidation/reduction reduced based on the chemical NA
498978-03
structures
i NA; Not flammable (Based on NA
830.8315 | Flammability components’ flashpoints) NA 498878-03
. NA; Not explosive (Based on NA
8306316 | Explodability chemical structures) NA 498978-03
G
830.6317 | Storage stability To be conducted G Data Matrix
498978-03
] : . NA
830.6319 | Miscibility A\ Dot to e mixed wilh petroleur NA Data Matrix
Solvents 498978-03
G
830.6320 | Corrosion characteristics To be conducted A Data Matrix
498978-03
NA: Not to be used around NA
830.6321 | Dielectric breakdown voltage eieétrical equioment NA Data Matrix
quip 498978-03
NA; does not have measurable 498978-03
830.7000 | pH hydrogen ion concentration NA 498978-04 |
830.7100 | Viscosity 16 mPa @ 20 °C A 498978-03
Density/Relative Density/Bulk o
830.7300 Density (Specific Gravity) 1.171 g¢/mL @ 20°C A 498978-03
830.7520 | Particle Size NA; not fibrous NA 498978-03
A = Acceptable; N = Not Acceplable; G = Dala Gap, W = Waiver request; NA = Not applicable;
! = In Progress. U = Upgradeable
4
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DP BARCODE No.: 434007; FILE SYMBOL No.: 92334-R; PRODUCT NAawE: Evergreen [l Spot On for
Dogs; DECISION No.: 516525; PC Code(s); 109701, 129032, 129099; ACTION CODE: R315; FOOD
Use: NO

C. CONCLUSIONS:

CITAB has reviewed the Product Chemistry data submitted and has concluded that:

A. Substantial Similarity to the Cited Product from Product Chemistry View Point
[ ]Similarto .....
[X] Not similar to cited products
-Cited EPA Reg No 11556-116 (Advantage 9 Topical Sofution)
-Contains imidacloprid, 9.1%
-This cited product contains only one of the active ingredients in cormmon with the
proposed product. Therefore, the products are not substantially similar.
-Cited EPA Reg No 11556-141 (K9 Advantix I Small Dog)}
-Contains 44.00% permethrin, 8.80% imidacloprid, & 0.44% pyriproxyfen
-This cited product contains the same three active ingredients in commeon with the
proposed product. The nominal concentrations are not similar. Therefore, the
products are not substantially similar.
{ ]ldentical to the cited product in chemical compasition
[ ] Not identical
{ 1 Not applicable

B. Confidential Statement(s) of Formula
Basic CSF (dated 04-19-2016)
[X] Acceptable
[ 1 Not Acceptable
{ 1Not Applicable

C. Group A Product Chemistry Data
[X] Acceptable
[ 1 Not acceptable
[ ] Acceptable with the exception of Guideline(s): {provide Guideline No & explain)
[ ] Not required
[ 1 Data cited

D. Group B Product Chemistry Data

[ ] Acceptable

[ ] Not acceptable

[X] Acceptable with the exception of Guideline(s): 830.6317 & 830.6320
-Data on “Storage Stability” & "Corrosion Characteristics” must be conducted and
submitted to the Agency for review and accepiance.

[ ] Not required

[ ] Data cited

E. Product Label/Draft Label
Recommendations — Yes [ ], No [X]

CC. QPPN - OPP Chemistry Documents (OPPIN CHEM DOCS)

Allachments Basic CSF (04-19-2016; 2 pages)



§ UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
i WASHINGTON, D.C. 20460
“'ﬁ_,,.‘_.«r'(l OFFICE OF CHEMICAL SAFETY AND POLLUTION PREVENTION

OFFICE OF PESTICIDE PROGRAMS REGISTRATION DIVISION (7505P)

DP BARCODE No.: D434007; FILE SYMBOL No.. 92334-R {screen}; PRODUCT NAME: Evergreen [l Spot
On for Dogs; DECISION No.:516625; PC Code{s). 109701, 129032, 129099; ACTION CODE: R315; FOOD
Use: No

DATE OUT. June 14, 2016
SUBJECT: 45/90 day screen resuits for end use product “Evergreen Il Spot On for Dogs”
FROM: Shyam Mathur, % %_»

Chemistry Team Leader /] s

CITAB / RD (7505F)

TO: Julie Breeden / Meredith Fry, RM 04
I-V Branch 1/ RD {7505P)

Company Name: Evergreen Animal Health, LLC
Active Ingredient{s). Permethrin {(35.60%), Imidacloprid (7.12%), Pyriproxyfen {0.36%)
MRID No({s).: 49897801 to 49897804

Deficiencies: No
(if there are deficiencies they are indicated below each heading as Note 1, Note 2 Etc).

CONCLUSION;
Group A: All required data submitted
Group B: All required data submitted

CSF: Proposed Basic CSF (dated 04-19-2016)

Product label: Submitted

Note to PM: If the deficiencies are found in the screen results, please inform the registrant and
bring back to author of this report the corrected deficiencies in response to 10 day letter. The
corrected information will be attached to the original bean, if the data package is still in CITAB.
New Bean is required in case the bean has been closed by CITAB. Thank you.
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Please read instructions on reverse before completing form. Fotm Approved. OMB No. 2070-0060 Approval expires 05-31-98

United Slates @_Registration QPP identifier Number
E PA Environmental Protection Agency [:I Amendment
Washington, DC 20460 [ ] other

Application for Pesticide - Section |

2 EPA Producl Manager
Mueridith M EFry PhD

1 Company/Product Number 3. Proposed Classification

93134-NEW

4  Company/Praduct (Name)
Everpreen Animal Health, LLC Evergreen 11 Spet On for
Doys

@None DRestr:cled

PME 3

6. Expedited Review In accordance walh FIFRA Section 3({<)(3)bj(l), my
product is simifar or identical in compesilion and Iabeling to:
EPA Reg. No. L1356-141

5 Name and Address of Applicanl (Include ZIP Code)

Evergreen Animal Health, LLC
22653 Centennial Road

Cretna, Nebrasks 68028 K9 Advantix |1

Proguct Name

l:l Check i this 15 a new address

Section |l

D Amendment - Explain below. D Final printed labels in response 10 Agency lelter dated XX-XX-XX
D “Me Too™ Apphcalion

D Notificalion - Explain bejow. g Other - Explain below.

D Resubmission in response te Agency letter dated

Explanation  Use addibenal pagels} f necessary (For seclion ! and Sechion i)

laergreen Animal lealth, [LC iy submittimg o new product registration application for Evergreen 11 Spot On for Dogs. Everpreen Animal Flealth, LLC
requests that the Ageney review the end-use produet registration as a 9 month PRIA timelrame under R315.

Section Il

1_Materal This Preduct Will Be Packaged In’

Child-Resistanl Packaging Unit Packaging Waler Soluble Packaging

2 Type of Conlamer
[f] Metal

Yes* Yes ! Yes
No [:’ No No [E Plastic
H “Yes” No per It Yes” No. per D Glass
«Certification must Unit Packaging wgt.  Container Package wgt Container
Otk Nozgd®mly | 34,5 0%, D Paper

be submitted

0N Doz3tml)
A2 oz id ¥ mlLy

004 Mesit 2mly | o, E2 tubes

DOlher {Specify}

3 Locaticn of Netl Contents Informalion

XLabes

D Container

4 Size(s) Retait Container

various {(sce above)

5. Location of Label Cirections
DOn Label
[X}0n Labeling accompanying product

6 Manner in Which Label is Affixed to Product

DLiihograph
gPaper glued

DStenciIed

gomer

Printed box

Section [V

1 Contacl Poinl (Complele items directly below for identification of individual to be contacted, f necessary, lo process lius apphicalion.}

Name Tille Telephone No. (Include Area Code)
Rabert Scharf Managing Director (402) 215-5502
Certification 6. Date Application
I certfy that the statemenls | have made on this form and all attachmenis thereto are true. accurale and compiete. | Received
acknowledge thal any knowingly faise or misleading stalemeni may be punishable by fine or imprisonment or both (Stamped)

under applicable law,

2 Sgnalure
BY

3. Tille

Managing Director

4 Typed Name.

Robert Scharf

5. Date

April 20, 2016
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Pages 67-75* Claimed confidential by submitter*



*Product ingredient source information may be entitled to confidential treatment*

o approved OMB No 2070-0060 2070-0057 20706 7, 2070-0122 2070-0164

<EPA ‘ |
United State
Environmental Protection Agency ‘
‘ Washington D 2046(
Formulator's Exemption Statement
{40 CFR 152 8¢ ‘

di =

Applicanl s Name and Address LPA fue SymbolRegistrabon Number
; : ) 92334-NEW
Evergreen Animal Health, LLC 1
22655 Centennial Road Producl Name
(Gretna, Nebraska 68028 Evergreen 11 Spot On for Dogs

Date of Configential Statemenl of Formula (ERPA Form 8570-4)

04/19/2016

[ As an authorized representative of the apphcant tor registration of the umu!m;-! wenlified above, | cerily that

{1} This producl contains ihe follovang active ingredient{s)

Permethrin
Imidacloprid
Pvriproxylen
+]

{2) Ofinese, each active ingredient listed (in paragraph (4) 15 present solely as the result of the use of that aclive ingrecient in the manufaciunng
formulation or 1epackaging anoiher produdt which contains thal active igredient which 1s registered under FIFRA Sechion 3 s purchasea by
us from another persen and meets the requirements of 40 CFR sechion 158 S0ien2) or (3

{3} Indicate by checking {A) or {B) below winch paragraph applies
71 {A) An accurale Confidenhal Statement of Formula (EPA FORM B570-4) for the above idenlified product s aitached 1o this stalement

Thal formula slalement indicales. by company name. registralion number  and product name, Ihe source of the achive ingrediert(s} hsled in

parageaph (1)
OR

1 (B) The Confidential Slatermnent of Formuta (CSFYEPA Form B570 4) referenced above and on fite wath the EPA s complete, current, an
accurate and contains the snformahon requiced on the current CSF

{4) The following achve ingredients in s producl quably for the fonnulalor s exempiion ‘

Source

Active Ingredient [ Product Name [ Registration Number {

Imidacloprid
Pyriproxyfen

Pyriproxyfen
Permethrin

Name and Title | Date ]
Robert Scharf, Managing Director 04/19/2016

27 (Rev. 06-2004) Cupy 1 - EPA yd
Copy 2 - Applicant copy +#
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Form Approved OMB No 2070-006{

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
=z 401 M Street, S.W.

WASHINGTON, D.C. 20460

Paporwork Reduction Act Motice: The public reparting burden for thes collechon of mformabion s eshimatied to average 1 25 hours per lesponse for registraton
and 025 hours par response 1of ceregisttation and special revew aclivlies inguaing e for reading e nstruchons and compleling e necessary lorms  Serd
comments regarding burden estimate or any other aspect of this collechon af information meluding suggestions lor reducing the burden to Director OPPE
Information Management Division (2137), US Emargnmental Protecton Agency 401 M Street 5 W Washington, DC 20460

{0 not send the compleled Torm to This address

Certification with Respect {o Citation of Data

Applecant'siReaqgisttant's Name, Address. and Telephons Number EPA Reqistration NumbenFile Symbol
Evergreen Animal Health, |LL.C. 22655 Centennial Road, Gretna. Nebraska 68028 92334.NEW

Achve Incredientis andior regresentative lest compoundi =) Drate

Permethnn, Imdacloprid. Pyriproxyfen Apnl 20 2016

Goeneral Use Patternis) (hs! all those claimed lor this product usmg 40 CFR Pan 158) Froduct Name

indoor nonfood Evergreen I Spot On lor Dogs

NOTE: It your product s a 100% repackaging of another purchased EPA registerss product labeled for all the same uses o0 your label you do nal need 1o
subimit s form Yoo must subimd the Formulatons Exemption Statemant (ERPA Form 8570 27

| am responding to a Data-Cail-In Motice. ang hawe mcluded with Ifus torm a list of companies sent ufers of campensation [the Dala Mainx form should
D be used for thas purpose)

SECTION i: METHOD OF DATA SUPPORT (Chock one mathod only)

| am using {he ata-all method of support. and have mcluded with s form I am using Ihe selectve maethod of support (or cle-all ophon
D a list of companies sent pHers of compensation {the Nata Malnix form unger the selechve methad) and have included wath this fom &
shoulo be used for This purpose) completed st of data regurements ithe Data Matie form must be
used)

SECTION Il: GENERAL OFFER TQ PAY

|Requured f using e che-all mathod ar when using the ate Jll option under the sclectrve method to satssfy one ofr more data tequirements)

D { hareby offer and agree 10 pay compensahon. 10 other persons with regard 1o the approval of this application 10 the extert required by FIFRA

SECTION IIl: CERTIFICATION

I certify that this apphicabon for registration this form (G reregistration o this Data-Callin response s supported by all data sutiminied o cted ) ihe
applcation for registtation . the farm for reregistration. ar the Data-Call-in response I adaition of the ate all oplon af ale-all ophion unde: the selective motbod 15
incicated in Sechion |, this applicaton s supporied by all data in the Agency's tles that (1) concern the properties or effects of this praduct or an dentical of
substantally similar product, of one or morg of the ingredients i this product and (2115 a type of dala thal weuld be required tn be submited under the data
requirements in etact on the date of apgroval of this apphication f the application sought the minal regisiration of a proguct of identical or similar composition ana
uses

1 certity that for each exclusive use study cied in suppan af this registration ar eregsteanan that |am the onguoal data submitten or that | have atamed
e wiitten permission of the onginal dala submiften o cte thist stady

boetiify that for each sludy cited i support of thes registration o reregistration that s not an exclusive Use study oiher (35 | am e OngInal data
sutifier. (o) | have oblained the permissian af the anginal data submitler 1o use the Sludy In support of thes apphcaton (o) all penods of eligitility tor
compensation have expired for the study, (d) the study 15 10 the pubhc iterature o () | have nolifed inwating e company Ihat submitted the study and have
ofiered () to pay compensalion lo the extent requred by sections el 1F ) andie 3o By ol TIFRA and (1) 10 commence negolialions 10 delenmme ihe
amount and terms af compensation if any ta be paid for the pse of the sludy

fcentify that in all instances where an offer of compensation is required  copes of all affers 10 pay compensation and evdence of they dgelivery in
accordance with sections 3(C)H1)Fj andfor 3(cH2)ik) of FIFRA are available and will be subimitied 1o the Agency upon request  Should | fal to praduce such
evidence to the Agency upon request, | understand that the Agercy may mibate action 1o deny cancel of suspend the regisiration of my product in confarmity witt
FIFRA

| cortify that tha statemants | have made on this form and all attachments ta it are true, accurale, and complete. | acknowledge that any
knowingly false or misleading st?‘nent may be punishable by fine or imprisonment or hoth under applicable jaw
2L L

Signature — Date Typed or Printed Name and Tile

Apnil 20, 2016 Raberl Scharl. Managing Cwrector

4

EFPAF 8570-34 (4-97) Electronic and Paper versions avadabie Submil only Papes version
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e

UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
WASHINGTON, D.C. 20460

Furm Appraved (VB e 10T 0dimes

addres

Paperwork Reductinn Act Notice: 1he puablic repartimg busden fot this collectmon of misrmation s estimated W average (23 bouts por fesponse for segistration sclhivities and O 23 hours pof response for refegistralion
and special review At ares, mcludmng Ume for seading the insttuchion and vompleting the neceswan forms  Serul commems reganding the burden estunate of ans other aspent of this collection of mformanon i fding
suppestions hor teducing the burden to Phicctes OPPE Informanion Management Division (21373 U S Envirenmental Fotecion Agencs, 401 M Sireet S W, Washington. DO 2060 D pat send the form 1o this

DATA MATRIX

Date: April 20. 2016

EFA Reg No Tile Symbaod

92334-NEW

Page 1 of d

Fxergreen Animal )

jealth 1.1 €

22655 Cenlennial Road
Uretna, Nebrashy 68028

Applicant’s/Registrant’s Name & Address

Product:

Evergreen 11 Spot On for Dogs

Ingredients: Imidaclopnd. Permethnn, Pyniproxs fen

Guideline Reference Number i (npdehine Stady Name l MRID Number I Submattcr i Status Note
Product Chemistny
R30.1550, 830 $620. 830,1650
o o “ | Group A P he e ree 1% ; 97 crgrec o | owx
R30.1670. 830.1700. 830.1750 Group A 'roduct Chemistny For Frergreen 11 Spot Un for Dogs J9B9TRUN I'vergreen Animal Health. 1 1.( W
B30.180y Analytical Method tor Fvergreen 1 Spot On tor Dogs 19897802 Fvergreen Animal Health, L1LO OWN
B30.6302, 8306303, 8306304,
B30.6315. 8306316, 8306317, | Summary of Group B Praduct Chemistrs and Waivers for Fyergreen
e e e b ; . - 19897803 fvergreen S g calth. LLC OWN
B30.7050, &30.7100. 830.7200. | Animal Fealth's Evergreen 1T Spot On for Dogs e FEERRINIL e L34
830.7220, ¥11 7300
B30.6313, 830 6314, K30, 1600
hica o P e ¥ ok = Sial = L
8306319, §30 6321, 830 7000, Ph\ s1cad and hLmIC'ﬂ.I(. haracteristics t'nlﬂr. Phy sacal State. Cdor. 19897804 Eveigress Adbuial s, LLC OWN
830.7520 Viscosity, and Density Tor Evergreen 1 Spot On ot Dogs
830.6317, 8204320 Storage stability and corrosion characteristics I'o be conducied | Fverpreen Animal Health. 114 OWN
Acute Tovicin
- anck 2005 dag Perine 2 en: Acule Oral’ = S :
8701100 T)ur.tndo.l‘ (2005) Inmdacioprid/1 t.tukthr:n Pyniprosyien: Acute Oral 47014308 Bayer Healtheare 11.C Ay
foxteity Up and Down Procedure in Rats
- 's 51 Acute Or: iy Study wat aclopnid (Bay T- -
R70.1100 t\‘am:n, I)‘.(!‘N_'l Acute Oral Toxicaty Study with Imidacloprid (Bay 1 13679601 Baver Healtheare 11 € orn
73911 10% Pour On i Rais =
p hS e, (3. (2004 waclopndPermethrin Patiproxy fen’ Acute Derma 5 : 4
8701200 hmn.. U. (2006) lmtd.nlnprld_'i crmethrin Pytiproay fen: Acute Dermal 17014306 Rayer Healtheare 1.1 € PAY
Toaicity Study in Rats - Limit Test E
- s 998} Acute Dermal T iy S h lmidacl ] Tih X
8701200 W arren, l?. (1 }‘L.l Aculc Ikrm.d Foxicity Study wath Imidaclaprad 13679400 Raver Healtheare 1.1€ on
{Bay T-7391) 10°6 Pour On in Rats 3
70 1300 W anver Rf:qucsl nchanrgjmcm for Further Testing for Acuie Inhalation 1989 TROS Evergreen Animal Health, LLC OWN
e TLoxicity for Bvergreen |1 Spot Un for Dogs
. " idacl i sthrin P n I'rin e = :
870 2400 Uumn.d-u. l 1 2006) Imidacloprnd PermethnnTynipross fen: Priman e 17014307 Baver Healtheare 114 PAY
liritation Studs in Rabbits 5
- arren, 12 (1995) Primany Eye Irvitation Study with Imidaclopnd (Ray - a .
£70.2100 Wl | ) By : ! 13679604 Rayer Healtheare 1 L€ OLD
" 73911 10% Pour On in Rabbits Sy NN
o e } . G2 mid wd Perm VP en: Primany Skt . "
8702500 Moore, G .( 006) Inndacloprid Permethnin Pyoproxs fen: Pomany Skin 17014304 Raver Hesltheare 11¢ PAY
lgritation Study in Rabbits L
= A "~
Name and Tule Date

Rabert Schart, Managing Director

042002016

=+

C|/v L o §
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,
WASHINGTON, D.C. 20460

Futen Sppewved OVE Na I070-0660

address

Faperwork Reduction Act Notice: The public reportmg burden for this collection of mtormation 1= estrmaied fo oy cfage O
and special review acuvilics, mncluding time for reading the imstrection and complenng the nevessany fiums  Send cominents
suggestons for reducing the busden (o Dhrecun OPPE Infurmation Management Diosion (2137

23 hours Pet fospunse for registration activities amd (1 25 hours per responss tof reregstzalon
tegaiding the burden estunate or any other aspect of this colfection of mtormation nehiling
HI S Environmental Protecion Agencs 401 A Sireet. 8 W, Washington. DC 20460 1o ot s Lhe furm 1o This

DATA MATRIX

| Date: April 20, 2016

LEPA Reg NoJFile Svymbol 92334-NEW

\pplicant’s/Registrant’s Name & Address

Prodoct. Evergreen H Spot On for Dogs

| Page 2011

Evergreen Animal Health, 1L1.C
22653 Centennial Road
Crretris, Nebrasha 68028
Ingredients: joidacloprid, Permethrin. Pyriproxs fen
(fundclnne! Guideline Study Name MRID Number Submitier Status Note
Reference No.
70.25( Warren, 1D, 5) Primary Dero Hation S laclopnd (Bay [-7391; 10%% M )
R70.2500 : arren, 13 (1995) Primary Dermal liritation Stedy with lindaclopnd (Bay 1110 13679605 Raver Healtheare 110 01 D
I'our On in Rabhits
8702600 Moare. G. (2006) Imidacloprid/Permethrin Pyriprony fen: Dermal Sensitization Study in
Ay . %
Guinea Pigs (Buchler Method) 47014303 Baver Healtheare 1 1.0 PAY
Moore, G. (2006) Imidacloprid Permethnin/ Py riproxyvien: Acute Dermal ¥ :
= e S . 5 - h 4367961 cer Healtheare 111,
8702600 foxcity Study in Rats - Limit Test i Pt Fraiiene 110 s
870.7200 Companion Animal Safety
= Dandekar. £).; Scholfield, J. (2006) Fvaluation of the General Safety o1 47014309
£70,7200 : g : ; e s ; 3 s LI 'AY /
’ N Imidacloprid/Permethrin/ Ty riproxyien Spot-On Formulation in Aduli Beagle Dogs Diget Helthcaes 11.C i o
o oo Jones, R. (2001) Evaluation of the General Safety of 8 8% Imidaciopnd with 44.0% " Baver Healtheare 1EC (KY .
70.720 b o iy Se g s . 563003 LN . ] X
i 4 Permethrin Formulation in the Target Species, 7-Week Old Puppies ki Advantix ) Lo PP
- Evaluation of the General Safety of 2.1% Imidacloprid with 0.9% Pyriproxy len Sput On Bayer Healtheare L1LC g
870.7200 ; - o e : ’ g 1509710 - : 0Ol p 3
. . Formulation in the Tarpet Species. Seven Week Old Puppics ko {Advanuge PPF) 1B PUppis
General Salety Evaluation for Toprcal Use of Imidacloprid { Advaniage) Spot-On on Puppies: Raver Healtheare L1.C
870.7200 Lab P'roject Number: TR-961-003. 74730 19332, Unpublished study prepared by Bayer 14099801 7 OLD Puppics
A (Advantapge)
Corp. 47 p
_ Acule Toxicity Evaluation for I)cimai I'reatment of Dogs with Tinidacloprid (Bay 1t ?3'?.1 i ’ Baver Healthcare 1.1.C
8707200 Spet-an: Lab Project Number: 74580 TR-941-010. Unpublished study prepared by Miles 43679607 oLh Aduh dog
) g ’ tAdvantage)
Ine. 19 p.
sencral Safetv B TR i ol Tl ol Tiklaslint: T3 3 s Bayer Healtheare 1.1 C
£70.7200 Gen r.nI.Safu_\ [.\.!lu.;_lm_n tor Topical Ve nt‘lmlddd(lpnd([in}l 391) Spot-On 0!1 Dags 43679608 3 care oD Adult dog
Lab Project Number: 745%0: TR-95D-005. Unpublished study prepared by Bayer € orp. 40 p. (Adsvantage)
ks s Coanasal Safe 9 1% Imidae i ° nS Baver Healtheare 1LLC
§70.7700 l“\ n!u‘mu_n of the tn.mr:\lf':afu} of 9.1% Imidacloprid with 0.9% Pyriproxs fun Spat On 45097102 ) < : e oD Adult dog
Formulation in the Target Species. Adult Dogs (Advamnage PPI)
Pyriproxyfen Generic Data for Companion Animal Use
Evaluation of the Toxicology and Potential Health Risks Associated with Indoor. Nonfood MeLaughlin Gormley King
Uscs of Sumilarv: J. Drver, S. Oonnithan, O, Pavater. et al. (1991) Unpublished study 12152701 ( m: " ? - oD PPF
. - - L1 !
prepared by Technolopy Services Group. Ine. 71 p pan
/ Z / -
Signature: Name and Title Dawe
Robert Schart. Managing Direcior 04720:2016
e -~ ¥
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Form Approned (VB N 2070000

o UNITED STATES ENVIRONMENTAL PROTECTION AGENCY

401 M Street, S.W.
WASHINGTON, D.C. 20460

Paperwork Reduction Act Natice: The public reportmg burden for this coiiection of mformanon 1s estimated 1o average 7 23 bours pet response for registration activalies and 0 25 hours per response for reregesirabion
and specsal review activities. including time for reading the mstruction amd campleting the necessary forms Send comments reganding the burden estinate or any other aspect of this collechion of miormation. inchudng
suggestions for reducing the burden o Director OPPE Information Managemenl Divsion (213718 S Environmental Proteciion Agency. 301 M Street. 8 W Washington, DC 20460 Do not send the form Lo s

address

DATA MATRIX

Date: April 20. 2016

LEPA Ree No/File Svmbol 92334-NEW

Page 3 ol 4

Applicant's/Registrant’s Name & Address
Evergreen Animal Health. 11.C

22635 Centennial Road

Gretna, Nebraska 68028

Produet: Evergreen 1) Spot On tor Dogs

Ingredients: Imidacloprid, Permethrin. Pyniproay fen

Guideline
Reference Ouwdeline Study Name MRID Numbcer Submitter Starus Noie
Number
S31183: Toxicuy Study by Oral {Capsule) Adnunistration to Beagle Dogs tor 32 Weeks Melauehlin Gormley Kine
(Sumilary Technical Grade): Lab Project Number. 91/0776. Unpublished study prepared by | 42178309 s YR owp PPE
Ry e Iy ’ Company
Life Scignce Research Lid. 320 p. :
810.3300 EMicacy
8103300 Comparative I'\-aﬁ}nallorn of How Quickly Advantage and Frontling (Fipronil} Top Spot Kill 14256901 Baver Healtheare 11.C oL Speed of
leas on Dogs: (Final Repont) {Advantage) kill
Imidacloprid Topical Farmulation: | anvicidal Effeet Against Clenocephalides felis in the Bayericaltheans LLC
R10.3300 , PRG0N . s il - Gt 44256902 (Advantage) oLD Flea lars ae
Surroundings of Treated Dogs
T i - Initial and Residis = aver Healtheare a
810.3300 t:\ .flu.iilun of the l,ﬂ-(,i.l.f ul_bh.u'ilpmu% ur W .xiu Immersien on the Initial and Residual 14256903 !! sver Healtheare LLC oD - —
I ificacy of Advantage for Flea Control on Dogs {Advantage)
4 Cunningham, J. (2001} Efficacy of Topeeally Applied Inudaclopnid and Permethrin Against e Bayer Healtheare LLC S Brown dog
10,3300 . - i 0 : L 453630114 ; PAY
Flea (Ctenocephalides felis) and Tick (Rhipicphalus sanguineus) Infestations on Naogs (Advantix) Lick
Young. D. (2001) Final Repont: Efficacy of Topically Applied Imidaclopnd = Permethrin
; y 0 . ; . : o Nase althcare 1. g €
E10.3300 Against Flea (Ctenocephalides felish and Tick (Amblyomma americanum) Infestations on 45373501 myerd I.“ i L3 PAY I.“m -
3 (Advantin) tick
[)(lg‘\
“ourie. 1. (200 essment of the Eflicacy of a e i "u) [ Perme 505 F= aver Healtheare ; :
$50.3300 l‘mm Ll p(d)ia\‘;s«,s,smc_n: 0.! the Efficacy of an Imidacloprid (10%) / Permethrin (30%3) 16978901 Baver Healtheare L1 PAY Biting Mics
Spot-Un agamst Slomoxvs calcitrans on Dogs
¢ b St “CK 2 .— NSCSSTOC e Fih C pid ";,I 1 % o E Are ,—‘ i
2103300 Fourte, | - ,-!,mm‘gl. D.(2005) A sessment of lI’?g Efficacy of an Imidacloprid 10 16978902 Bayer Healtheare 11.C PAY Biting Mies
Permethrio 50% Spot-On against Stomoxy s calcitrans on Dogs =
Cunningham. J.; Everctt. R. (2002) Exaluation of the Effects of Shampoaing or Water Ruver HealihiDans LLE
$10.3300 Immerston on the Inital and Residual Lilicacy of K9 Advantix for Flea and Fick Control on 17109101 i . PAY Waterprool
Dogs
Name and Tile Datwe

Robert Scharl. Managing Dircctor

44202016

P Sl
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
401 M Street, S.W,

WASHINGTON, D.C. 20460

Furm Appraved (0MB Na 20" G-srtmis

E'Ipem‘l‘lﬂ- Reduction Act Notice: The publi teporiing burden for this collecuon of information 1s estumated o average 0 23 hours per response for regrsiration activittes and O 23 hours per response [of reregasination
2nd special review activities including time for reading the mstruction and completing the necessary forms  Send comments regarding the burden estmmate or any other aspect o this collection of mformation eluding
suggeitions fov reducing the burden o Director OPPE nformation Management Diviston (2137 U S Envieonmental Protection Agency DM Steeet S W, Washingtan 1 20460 D nut send the form 1o this

address

DATA MATRIX

Date” April 20, 2016

EPA Reg No/File Svmbol 92334-NEW

Page 4 0f 4

Applicant’s/Registrant's Name & Address
Evergreen Animal Health, 1LIC

22635 Centennial Road
Crretna. Nebraska 68028

Product: Fyergreen I Spot On for Dogs

Ingredients: Imidacloprd. Fermethrin, Pyriproas fen

Guideline Referenc : hY ] : 3 .
-mdcl1|m. Ve Guideline Study Name ; B4 Submitter Status Note
Nunber ¥ Nunber
Cunmingham. J; Everett, R ; Anher, R eral (2002) Addendum 1w
3 Evaluation vt the Effects of Shampooing or Water Immersion on the inttial and : = ; ;
&10.3300 : ate ) i o 7198201 et Hes e )L PAY Wartcrproaf
= Residual Efficacy of KY Advantix for Flea and Tick Control on Dogs (Frotocol L Hayer FealthCan: 3.1.5 i
and Raw Data)
_ Penninglon, R.: Cruthers, 1. (1994) Study Repon for the Fflicacy Evaluation ot 4 . Ecte Developmen Corporation
£10.5300 e = o et e 7 s 3396409 OLD Penneth
A ECTO Flea and Tick Insecticide with I1GR for Fleas, Ticks, and Mosquitoes kit SRR,
810.3300 fc:mx:s::ghrn. l\ : (__1_:11011.:1ghun1. J (1994 Study R:.'.ponfm Ij‘lc I:'ﬂic.:lc'\ = 13396410 Ecto Development Corporation oLD Permethrin
Evaluation of ECTO Flea and Tick Insecticide with IGR for Fleas and Ticks
| -'.; e Y pn 1 H fJ_— Fi '..' ‘.i_~ . i -~ = = -3 A
8103300 Nylar 30 (percent) Concentrate: Product Performance/Efficacy Reports 15086K01 McLaughlin Gormley King Company | OLD | PPF
Unpublished study prepared by McLaughlin Gormles King. 79 p. ' -
. i 1hia - l.: :"- T.-‘ 1 " ‘; M 1 o g . e | b4 i - o "
K10.3300 (. unningham .l (1995 | H:c_'u_} _I valuation of Bay 1 7391 {Imidacloprid) 10% 13679609 Bayer Healtheare L1 C ( Advantage) OLD Fleas
Selution Applicd Dermally for Control of Fleas on Dogs
= Cunningham, J.: Lverett, R. {1994} FlTicacy Confirmation of NTN 33893 Baycr Heakthcare | 1 C (Advantage)
810.3300 ¥ . k . SR s " Ja79610 g OlLD Fleas
E Umidactoprid) Solutien Applied Dermally for Control of  Fleas on Dogs RETIEN =
Doyle. 1 Fgan, T. (2006) A Controtled Randomised Study 1o Fyvaluate the Bayer Mealtheare LLC {Advaniage)
$10.3300 Efficacy of Advantage Against a Natural Infestation of Dog Lice (Trichodectes | 17190401 S ST S = PAY Lice
canis) Following a Single Topical Administration 10 Adult Mixed Breed Dogs
Signature: / Name and Title Date
S Robert Schart. Managing Direcior 04202016
¢

/ é
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PRIA 3 — 21 Day Content Screen Review Worksheet
{EPA/OPP Use Only)

¢,_ o / September 2012

21 Day Screen Start Date: .
Experts In-Processing Signature: C.8. Date (/"07_‘.7"/& Fee Paid: Yes/
Division management contacted on issues  No Yes Date _
EPA Reg. Number: ?0?53{4 -'e k EPA Receipt Date: y,-. 2/~ VA
Items for Review Yes | No | N/A*
1 Application Form (EPA Form 8570-1) signed & complete including package
type /(
Confidential Statement of Formula all boxes completed, form signed, and x
dated (EPA Form 8570-4)
2 |
a) All inerts, including fragrances, approved for the proposed e 2
uses (see Footnote A) /<
3 Certification with Respect to Citation of Data (EPA Form 8570-34)
completed and signed (N/A if 100% repack)
Centificate and data matrix consistent
1f applicant is relying on data that are compensable, is the offer yes g
to pay statement included. (see Footnote B)
If applicable, is there a letter of Authorization for exclusive use only.
4 Formulator’s Exemption Statement (EPA Form 8570-27) completed and )
signed (N/A if source is unregistered or applicant owns the technical) : »-\
Data Matrix (EPA Form 8570-35) both internal and external copies (PR 98-5) ><
completed and signed (N/A if 100% repack) =y
yes | no
5 | a) Selective Method (Fee category experts usc) X
b) Cite-All (Fee category experts use)
¢) Applicant owns all data (Fee category experts use)
6 5 Copies of Label (Electronic labels on CD are encouraged and guidance is '\“
available) /N
7 Ty %
Is the data package consistent with PR Notice 86-5 _
=
s | Notice of Filing included with petitions f\_J



9 | If applicable for conventional applications, reduced risk rationale
Required Data and/or data waivers. See Footnote C.
a) List study (or studies) not included with application
10

Comments:

N\
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UNITED STATES ENVIRONMENTAL PROTECTION AGENCY
WASHINGTON, D.C. 20460

April 25,2016
OFFICL OF CHEMICAL SAFLTY
AND POI LUTION PREVENTION

OPP Decision Number: D-516525

EPA File Symbol or Registration Number: 92334-R
Product Name: Evergreen II Spot On for Dogs

EPA Receipt Date: 21-Apr-2016

EPA Company Number: 92334

Company Namc: EVERGREEN ANIMAL JEALTH, LLC

ROBLRT SCHARF

EVERGREEN ANIMAL HEALTH. LLC
22655 CENTENNIAL RD
GRETNA.NE 68028-

SUBJECT: Recetpt of Registration Application Subject to Registration Service Fee
Dear Registrant:

The Office of Pesticide Programs has received your application and certification of
payment. If you submnitted data with this application, the results of the PRN-2011-3 screen will
be communicated separately. During the administrative screen, the Oftice of Pesticide Programs
has determined that this Action is subject 10 a Pesticide Registration Service Fee as defined in
the Pesticide Registration Improveiment Act.

The Action has been identified as Action Code: R315

NEW END-USLE NON-FOOD ANIMAL PRODUCT WiTH SUBMISSION OF TWO OR
MOREL TARGET ANIMAL SAFETY STUDIES.INCLUDES DATA AND/OR WAIVERS OF
DATA FOR ONLY::PRODUCT CHEMISTRY:ACUTE TOXICITY:PUBLIC HEALTH PEST
EFFICACY ;ANIMAL SAFETY STUDIES:CHILD RESISTANT PACKAGING:

No additional pavment is due at this time.

If you have any questions. plcase contact the Pesticide Registration Service Fee
Ombudsman at (703) 308-9362.

Sincercly.

R~ S

Front End Processing Stafl

Information Technology & Resources Management Division

84



A

Fee for Service|] (985095G~

This package includes the following for Division
* New Registration “AD
Q
© Amendment AFFD
*RD
v Studies? -'Fee Waiver?
: Risk Mgr. 4
“volpay % Reduction:
Receipt No. S-| 985095 |
EPA File Symbol/Reg. No. 92334-R
Pin-Punch Date: 4/21/2016

This item is NOT subject to FFS action.
Action Code: . Parent/Child Decisions:
Requested: K315
Granted: | K215

Amount Due: $ BE%ZDCZ‘)'

(1 Inert Cleared for Intended Use U Uncleared Inert in Product

Reviewer:[/}/\mf\b Date: 4 /dSM(O

Remarks: -
Codecd (a
DO(./U({LOOM85




From: notification@pay.gov [mailto:notification@pay.gov]
Sent: Tuesday, April 19, 2016 12:13 PM

To: bob@scharfl.com

Subject: Pay.gov Payment Confirmation: PRIA Service Fees

Your payment has been submitted to Pay.gov and the details are below. If you
have any questions regarding this payment, please contact Michael Yanchulis
at (703) 347-0237 or yanchulis.michael@epa.gov.

Application Name: PRIA Service Fees

Pay.gov Tracking ID: 25R51M9K

Agency Tracking ID: 74999501522

Transaction Type: Sale

Transaction Date: 04/19/2016 01:13:14 PM EDT

Account Holder Name: robert scharf

Transaction Amount: $8,820.00
Card Type: Visa
Card Number: ********%%%%3905

Registration Number:

Company Name: Evergreen Animal Health
Company Number: 92334

Action Code: R315

THIS IS AN AUTOMATED MESSAGE. PLEASE DO NOT REPLY.



Page 87 *Claimed confidential by submitter®



Page 88-89 *Confidential Statement of Formula may be entitled to confidential treatment”



